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How to use this guide

Thank you for being the owner of the automatic coagulometer "Technology
Solution 400"! Please read the instructions carefully before using the device.

To achieve optimal results, it is necessary to become familiar with the principle
of operation of the equipment before starting clinical research.

This manual will provide information about the installation, daily use,
maintenance, and other aspects of working with the automatic coagulometer
"Technology Solution 400"

Differences in functions depend on the model configuration version. Keep
all packaging materials-they are necessary for storage, transportation, and
maintenance of the product.

For all technical questions, please contact the distributor.

W arning: Ifyou ignore these precautions when working with the device, this
can lead to distortion of the analysis results, damage to the analyzer parts, and

even a threat to the operator's health.

Precautionary measures:

Note: The device is usedfor clinical research. A clinical diagnosis based on
the results ofthe analysis should be made by a physician in accordance with the

clinicalsymptoms and a numberofother results.

Notification

e The illustrations in this manual are given as examples, they may not
correspond to the product in a real version. Illustrations are not intended for
other purposes. Without written permission of LLC "Laboratory Solutions™ it
is prohibited to reproduce or modify this manual.

» The manufacturer is responsible for the safety, reliability and stability of the
product operation only if the following requirements are met:

» Assembly, re-adjustment, rework and repair shall be carried out by persons
with special permission of LLC "Laboratory Solutions";

» Operation of the article shall be carried out in accordance with this manual;

» All electrical devices shall comply with international standards.
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Note
Experts in the field of laboratory diagnostics are allowed to work with the

device: managers of laboratories, clinical laboratory diagnosticians, laboratory

doctors, medical laboratory technicians (medical technologist), laboratory assistants,

medical technologists.
Attention
¢ If the user cannot provide proper operation/maintenance, the device may fail
and even pose a threat to the user 's health.
e Ensure that the instrument is operated under the conditions specified in this
manual. Otherwise, instrument failures, analysis distortion, damage to

analyzer parts, and injuries may occur

Symbols on the packaging

Restriction of temperature
The transport package shall be contained within this temperature

regime.
Fragile, handle with care. A medical device may be broken or
damaged if it is not handled carefully

—

Top
T The transport package must be placed with the specified side up

Protect from moisture

|l

/,
®
\

\

Avoid exposure to sunlight.

l)}/
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Do not roll

Symbols on the label:
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Layouts of autom atic coagulometer marking “Technology Solution 400’

TECHNOLOGY
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Layout of marking on the package
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D
Product: AUTOMATED COAGULATION ANALYZER

Safety precautions and recommendations

Only for in vitro diagnostic use. Please read the following warning carefully
before using and strictly observe it.

Attention! Before using the device, you must carefully read the safety
rules and strictly observe them.®

* If the appliance emits a burning smell or smoke, immediately disconnect the
power supply and unplug the power plug from the outlet. If the device is used in this
condition for a long time, there is a risk of fire, electric shock or injury. Contact an
Authorized Representative in the Russian Federation.

» Be careful not to spill blood or reagents on the device and not to drop
brackets or paper clips into the device. This may cause a short circuit. If this happens,
immediately disconnect the power supply and unplug the power plug from the outlet.
Then contact an Authorized Representative in the Russian Federation.

* Do not touch the electrical circuits inside the appliance, especially with wet
hands, there is a risk of electric shock.

» Use rubber gloves and the specified tools, parts and components when
servicing and inspecting the appliance. After finishing the work, wash your hands
with a disinfectant.

* Be careful when handling samples. Be sure to use latex examination gloves;
otherwise, infection is possible. If the sample gets into the eyes or a cut on the skin,
rinse the contact area with plenty of water and consult a doctor immediately.

* Do not touch the internal parts when the appliance is in operation, especially
moving parts, failure to do so may result in injury.

» Any amount of sample, quality control material, calibration material, etc. on
the sampling probe has a potential biological hazard. Therefore, do not touch the
sampling probe.

Connecting and grounding the power supply
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» In case of contact of the reagent containing plasma with skin or clothing, rinse
with plenty of clean water to prevent infection.

« [f the reagent gets into your eyes, rinse them thoroughly with water and consult
a doctor immediately.

* In case of accidental ingestion of the reagent, induce vomiting by drinking
copious amounts of warm salt water, and immediately consult a doctor.

» In case of accidental contact with the reagent, immediately rinse the skin
thoroughly with water.

« When working with samples or reagents, be sure to use gloves. After
completing the work, wash your hands with a disinfectant cleaner to prevent
possible infection with pathogenic and other microorganisms.

» When replacing the reagent, take precautions and wear gloves.

Voltage, connection and grounding of the power supply

» Make sure that the power supply and the grounding of the device are reliable
and stable.

» Do not plug the power cord into an outlet with an AC value that does not
correspond to 100-240 V. Otherwise, a fire or electric shock may occur.

» When installing, be sure to use the three-core cable supplied with the device,
ensure good grounding and place the device in a place where you can freely turn
off the power. Otherwise, a fire or electric shock may occur.

*» Do not damage the insulation coating of the cable. Do not pull the cable or
hang heavy objects with the cable. Otherwise, a short circuit may occur, which
may lead to electric shock and fire.

* Tumn off the power before connecting the peripheral equipment. Otherwise,
electric shock or damage to the system may occur.
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Chapter 1 Introduction

11 Introduction

1.1.1. The name of the device

Automatic coagulometer «Technology Solution 400».

11.2 Features

1) Medical device Automatic coagulometer "Technology Solution 400" is a
fully automatic coagulometer that collects sample data on the principle of a
photoelectric sensor based on nephelometry, chromogenic method and
immunoturbidimetry. It can be widely used for the diagnosis of hemorrhagic and
thrombotic diseases, monitoring and therapeutic surveillance of thrombolytic and
anticoagulant therapies, etc.

2) Based on Windows 7/ 8.1/10/Ultimate or higher.

3) Fully automatic coagulation analyzer, allowing you to analyze a large
number of samples with high performance, with the function of automatic dilution of
samples, automatic calibration with the ability to save.

4) The possibility of determining fibrinogen by means of a modified Clauss
technique.

5) Additional function: Create up to 15 user-configurable profiles that include
one or more simultaneously executed tests.

6) Supports continuous addition of new samples, as well as adding STAT
samples without stopping the device.

7) Supports connecting external printers that meet the following criteria:

- by classification: matrix, laser, and inkjet.

- by connection type: USB.

8) Supports multi-language version of the operating program.

9) Open system.

10) The HL7 Medical Protocol, which interacts with the laboratory's clinical
information system.

11) Supports 24x7 operation and arbitrary insertion of STAT samples.

12) A large volume of data archive: preserving calibration curves 150 000,
150 000 reports on the results of the study.

13) Generates a variety of reports.

14) The standard type of device configuration is desktop. No additional stand
Is required.

15) Multi-level access rights for personnel to use the device, which ensures
secure processing of data stored in the device's memory

14
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16) Automatic coagulometer allows you to perform any tests based on
coagulation, chromogenic/immunoturbidimetric methods.

1.2. Compasition of the device:

1. Automatic coagulometer "Technology Solution 400" - 1 pe.
2. Operation manual - 1 pe.

3. The passport of the device - | pc.

4. Power cable - 1 pc.

5. Fuse 250 V - 10A - 2 pcs.

6. LAN cable with a magnetic ring - 1 pc.

7. Capacity for distilled water (with lid) - 1 pc.

8. Waste container (with lid) - 1 pc.

9. Wire for cleaning the needle - 1 pe.

10. Auxiliary handle for transportation - 4 pcs.

11. Test tube rack - 15 pes.

12. Hose connector - 2 pcs.

13. T33 water filter - I pc.

14. Adapter from RJ45 to USB 3.0 - 1 pc.

15. Two-way valve - | pc.

16. Tee - 1 pc.

17. Hose for liquids (7 m) - 1 pe.

18. Hose for liquids (1.5 m) - 2 pcs.

19. Adapter for vials cups (if necessary) - 2 pcs.

20. A cup for samples C1004 (if necessary) - 100 pcs.
21. Magnetic stirrer (if necessary) - 2 pcs.

22, Sticker for reagents (if necessary) - 3 pes.

23. Bottle of 50 ml (if necessary) - 2 pcs.

24, CD with software (if necessary) - 1 pc.

25, Barcode scanner for reagents (if necessary) - 1 pc.
26. Barcode scanner for samples (if necessary) - 1 pe.

NOTE: The use of a barcode scanner is optional. To resolve the issue of
installation, contact the official representative of the manufacturer in the Russian
Federation.

15
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Pic. 1-1. Appearance of the device.

The layout includes the device and a PC, and the device is operated using a PC.

A WLAN interface is used to connect the device and the PC. The device can be
mounted on a stand (not included in the delivery). The main parts of the device are: a
hopper for loading reaction cuvettes, a sampling and reagent system, a thermostat, a

measurement system, a cleaning system, a data processing system, and a computer
system.

Pic. 1-2. Front panel view of the automatic coagulometer
"Technology Solution 400”
Symbols: 1- Front panel. 2 - Status display. 3 - Protective cover. 4 - Cuvette loading
bin cover. 5 - Top panel. 6 - Right side panel.

16
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Pic. 1-3. View of the rear panel of the automatic coagulometer
«Technology Solution 400»
Symbols: | - Right sidebar. 2 - Waste liquid outlet. 3 - Inlet for distilled water. 4 -
Rear panel. § - Network port.

1.2.1. Sampling and reagent system

The dosing system performs automatic addition of samples and reagents and
performs the following functions:

1. Determination of the liquid level. If there is not enough reagent or sample,
the device will issue a corresponding message and thereby notify the user.

2. Preheating of the reagent. Before adding the reagent, it is heated to 37 ° C
in 3-5 seconds.

3. Prevention of horizontal and vertical collision.

1.2.2. Thermostatic system

The thermostatic system includes cooling of the reagent, preheating of the
reagent, incubation of the reaction liquid and maintaining a certain temperature of
the reaction liquid in the measuring channels, temperature control during the
analysis.

1) Reagent cooling: the temperature of the reagent disk cooling positions is
not

higher than 10 C.

2) Preheating of the reagent: the temperature of the reagent probe is
maintained at 37 °C. The reagent is preheated in 3-5 seconds.

17
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3) The incubation unit has 29 incubation positions with a constant
temperature of 37°C £ 05 °C.

4) The measuring unit has 26 measuring channels, with a constant
temperature of 37°C £ 05 'C.

1.2.3. Measurement system

The measurement system turns on the light flux, collects signals and
preprocesses them during the reaction. The measuring system of the device includes
three measurement methods: coagulation, chromogenic and immunoturbidimetric
methods.

1) Coagulation method: 16 measuring positions are involved: 1, 2, .., 16
marked in black, as shown in the figure below. The wavelength is 660 nm.

2) Chromogenic and immunoturbidimetric methods: 10 measuring positions
are involved:!, 2, ..., 10, shown in the figure below. The following wavelengths are
supported: 405 nm, 575 nm, 660 nm, 800 nm.

3) There is one hole in the cuvette discharge area.

Measuring channels for
chromogenic method /
immunoturbidimetry

. Dumping position
Measuring channels for the PIng P

coagulation process of spent cuvettes

Pic. 1-6. Measuring positions of the measurement unit. The view from the
top.

To obtain correct analysis results and correct operation of the device, it is
necessary to use a medical device in accordance with RU No. RZN 2020/10843 of
June 17, 2020 "Disposable cuvette for the "Technology Solution" line of
coagulometers”, in versions:

- Disposable cuvette for coagulometers "Technology Solution 60",
"Technology Solution 190". "Technology Solution 400": K2 (700 pi) —1000 pcs. in
the package.

- Disposable cuvette for coagulometers "Technology Solution 60",
"Technology Solution 190", "Technology Solution 400": K2 (700 pi) —1500 pcs. in
the package.

Technical characteristics Cuvette:

18

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Automatic l:oagulometer «Technolog Solution 400», User manual

* Volume 700 pl;

* The total height of the cuvette is 30.06 £ 0.15 mm,;

+ The diameter of the landing part of the cuvette is 10.00 + 0.1 mm;

* The outer diameter of the bottom of the cuvette is 7.70 + 0.1 mm;

* The distance of the measuring area from the stopping plane is 21.40 + 0.1
mm;

» The outer diameter of the measuring part of the cuvette is 7.75 £ 0.1 mm;

» The wall thickness in the measuring part of the cuvette is not more than -
1.08 £ 0.03 mm;

» The maximum deviation of the wall thickness of the cuvette in the
measuring part is 0...+0.01 mm.

» The displacement radius is 1.60+0.03 mm.

Disposable cuvette for coagulometers "Technology Solution 60",
"Technology Solution 190", "Technology Solution 400": K2 has a special marking
on the upper face of each cuvette: .= -

In order to prevent the use of counterfeit medical products, it is prohibited to
use cuvettes K2 without the specified marking on the line of coagulometers
"Technology Solution". If the cuvette is used without the appropriate marking, the
authorized representative in the Russian Federation of Laboratory Solutions LLC
disclaims any responsibility for the quality of the results and for the operability of
the device, and also has the right to refuse replacement under warranty of the failed
device or any part of it.

1.2.4, Cleaning system

The cleaning system is designed for flushing the liquid line and cleaning the
reagent probe and the sampler.

The cleaning system consists of the following components:

1. Washing bath: designed for jet cleaning of the inner and outer walls of the
reagent probe and sampler.

2. Distilled water tank: Used to store distilled or deionized water.

3. Waste liquid tank: used to collect waste liquid.

4 As a washing and disinfecting reagent for cleaning the dosing systems of
the coagulometer, a medical device must be used in accordance with registration
certificate No. RZN 2019/9048 dated May 04, 2021 "Washing solution according to
technical specifications 21.20.23-001-34065548-2019 ".

1.2.5. Data processing system

The system processes and analyzes data and performs physical, chemical and

19
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biological analysis.
12.6. Computer system
The system coordinates various actions and monitors the operation of the

device, including the interaction of human and equipment, displays information and
performs printing

1.3. Device performance

Types of tests and units of measurement used in reports
The measured tests are shown in table 1-1.

Table 1-1
Name Measured Analysis Method Units
Parameter
Prothrombin time PT Coagulation s (second)
Activated o partial APTT Coagulation s (second)
thromboplastin time
Fibrinogen (standard Clauss FIB Coagulation 1
method) g
Fibrinogen (modified Clauss FIB MMC Coagulation |
method) g
Thrombin time T Coagulation s (second)
Lupus Anticoagulant LAI LAI Coagulation s (second)
Lupus Anticoagulant LA2 LA2 Coagulation s (second)
Coagulation factor I, V, VII, VIII, Coagulation %
X, X, XI, Xll
Coagulation factor Xl Chromogenic method %
Antithrombin 11 AT3 Chromogenic method %
Plasminogen Pig Chromogenic method %
Protein C PCch Chromogenic method %
Protein C PCco Coagulation %
Protein S PSch Chromogenic method %
Protein S PSco Coagulation %
Heparin Hep Chromogenic method rU/ml
DOAC Hep2 Chromogenic method ng/ ml
a 2 antiplasmin a2 AP Chromogenic method %
ibri i FDP idi
Fibrinogen degradation Immunoturbidimetry mkg / ml
products
D-Diemer D-dimer Immunoturbidimetry ng/ ml
Antigen factor \Von VWE Immunoturbidimetry y
Willebrand 0
Ag

Fibrin-monomer M Immunoturbidimetry mkg / ml
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14 Possibilities of the device

The analyzer uses the principle of optical detection, which allows performing
clotting, chromogenic and immunoturbidimetric techniques for analyzing the time
and activity of blood clotting factors, as well as analyzing the activity of

anticoagulant and fibrinolytic systems.
The presence  of

detection

methods  (clotting,  chromogenic,

immunoturbidimetry) allows you to use any test system based on these methods on
the device, according to the parameters specified in the instructions of the test
systems used. Thereby significantly expanding the types of tests specified in clause

1.3. ofthis manual.
15 Contraindications

Automatic coagulometer "Technology Solution 400" for in vitro diagnostics,

has no contraindications.

16 Technical parameters of the automatic coagulometer "Technology

Solution 400»

Test method

The wavelengths of the light sources

Measuring positions

Incubation positions

The position of the dumping of spent
Cuvettes:

Speed tests

The position of the sample

Reagent positions:

Positions for diluents, flushing, and STAT
samples

Maximum load of measuring cuvettes
The parameters of the electric power
Power

Operating conditions
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Table 1-2
Coagulation  process  (optical  scattering
method), chromogenic method and
immunoturbidimetry  (optical transmission
method)
Coagulation method: 660 nm
Chromogenic  and immunoturbidimetric
method:
405 nm, 575 nm, 660 nm and 800 nm.
26 positions
29 positions
1 position

400 tests / hour (PT test)
9 sample racks for 10 positions each.
40 cooling positions

3 positions for flushing and diluents
3 positions for STAT samples

1000 measuring cuvettes

100-240V~ 50Hz/60Hz

1000 W

10°C ~ 30°C, relative humidity < 70%

2
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Storage conditions:

Interface

Continuous operation time

The maximum allowable time for setting
the operating mode, calculated from the
moment the analyzer is turned on
Reporting of clinical results

User access control

Safety class for software according to EN
62304
Electrical safety according to EN 61010-1

Group of dependence on perceived
mechanical influences according to GOST
R 50444-2020
Degree of protection of the analyzer
against dangerous water or solid particles
penetration-1P

Well-ventilated environment without
aggressive gases, with temperature -20 °C ~
55 “C, relative humidity < 85%

Pressure: 50 kPa~106 kPa

WLAN

At least 24 hours

up to 10 minutes

Sending clinical results, quality control results
and calibration results in HIS and LIS via the
network port using the HL7 Protocol.

A username and password are required to log
in

A

- Overvoltage category I.

- Pollution degree 1

- Protection class T

2 - wearable, portable and mobile, not
intended for use when carrying and moving
within a stationary room

IP 00

1.7 Description of the composition of the automatic coagulometer "Technology

Solution 400"

No. Description Appointment Technical parameters

p/p

1  Distilled water container Designed for distilled Volume: 20 I.

(with lid) water Overall dimensions:

Height: 360 mm = 1
mm;
Width: 280 mm + 1
mm;
Depth: 280 mm £+ 1
mm.

2. Waste container (with lid) Designed for Volume 20: |

collecting waste liquid
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Overall dimensions:
Height: 360 mm = 1

T
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mm;
Width: 280 mm =+ |
mm;
Depth: 280 mm = |
mm.
3. |[Sample Cup C1004 (if | Used for samples or [ Diameter: 15 mm + |
necessary) deficient plasmas | mm.
during the device test [ Height: 25 mm + |
mm.
4. | Power cable Provides electricity | Length: 1800 + 10
supply to the device mm.
Voltage: up to 500 V.
Diameter: 7 mm £ 0.5
mm.
5. | Adapter for sample cups (if | Designed for | Diameter: 40 mm = |
necessary) installation of cups | mm.
with deficient plasmas | Height: 42 mm + |
in the rack for reagents | mm.
6. | Fuse Performs a protective | Diameter x Length:
function, protects the | 5x20 mm.
electrical circuit and | Current: 10 A.
its elements from | Voltage: 250 V.
overheating and fire
when a high-power
current flows.
7. |LAN cable with magnetic | Designed for | Length: 2900 mm +
ring connecting to the | 10 mm.
control computer Diameter: 7 mm % 0.5
mm.
8. | Wire for cleaning the needle | Designed for cleaning | Material: nylon
the needle Length: 480 mm =+ |
mm
0-0.5 mm
9. | Auxiliary handle for transport | Designed for carrying | Length: 138 mm + 2
the device mm
Diameter: 24mm <+
Imm
10. | Test tube rack Designed for installing | Length: 200 mm + |
samples mm
Width: 20 mm + |
mm
Height: 53 mm = |
mm
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18.
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20.

Automatic coagulometer «Technology Solution 400». User manual

The connector for a hose

T33 water filter

50 ml bottle (if necessary)

Adapter from RJ45 to USB

3.0

Double-sided valve

Tee

Magnetic stirrer
necessary)

Hose for liquids (7 m)

Hose for liquids (1.5 m)

Sticker for

necessary)

reagents
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(if

(if

Designed for

connecting hoses

Designed for water

purification

Designed for storing
reagent

Designed for
connecting a LAN
cable to a PC via a
USB port

Designed for
supplying liquid to the
device

Designed for
connecting  multiple
tubes

Designed for mixing
reagents

Designed for liquid
supply

Designed for liquid

supply

Used to indicate where
reagents are installed
in the rack
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Length: 37 mm + 1
mm
Diameter:
mm
Material: plastic
Length: 265 mm + 1
mm

Width: 65 mm + 1
mm

Volume: 50 ml.
Overall dimensions:
Diameter: 37 mm + 1
mm;

Height: 70 mm + 1
mm.

Length: 223 mm = 1
mm

6 mm #l

Length: 42 mm = 1
mm

Diameter 1. 11 mm
+0.5 mm

Diameter 2. 5 mm *
0.5 mm

Length: 46 mm = 1
mm

Diameter: 20 mm + 1
mm

Length: 15 mm.

Length: 7000 mm
10 mm

Diameter: 6 mm + 1
mm

Length: 1500 mm
10 mm

Diameter: 6 mm + 1
mm

Length: 13 mm + 0.5
mm.

Width: 5 mm = 05
mm.

I+

I+
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21.

Software CD (if necessary)

It is intended for
installing software that
controls the analyzer
on a computer

Capacity: 700 MB.
CD type: laser.

22.

Barcode scanner for reagents
(if necessary)

Designed for reading
the reagent bar code

Characteristics:

*  Wavelength: 650
nm.

* Power:upto | mW.
* The hazard class of
the laser: 2.

* Maximum distance
to the barcode: 90 cm.
* Read speed: 104 +12
barcodes per second.

* Power consumption:
95 mW.

» System connection:
hardware.

* Length: 80 mm %I
mm

* Height: 65 mm = 1|
mm

o * Width: 28 mm + |

mm

23.

Barcode scanner for samples
(if necessary)

Designed for reading
the barcode of samples

Characteristics:

*  Wavelength: 650
nm.

* Power: up to | mW.
» The hazard class of
the laser: 2.

¢ Maximum distance
to the barcode: 90 cm.
* Read speed: 104
12 barcodes  per
second.

* Power consumption:
95 mW.

» System connection:
hardware.

* Length: 80 mm = |
mm

* Height: 65 mm = |
mm
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e *Width: 286 mm + 1
mm

1.8. Description of medical devices intended for use in combination with the
medical device "Automatic coagulometer "Technology Solution 400", not

included in the delivery package.

Name

A set of reagents for the
determination of activated partial
thromboplastin time for the line of
coagulometers "Technology
Solution" (TS-APTV) according to
TU 21.20.23-082-42349142-2020

A set of reagents for determining the
prothrombin time for the line of

coagulometers "Technology
Solution" (TS-Thromboplastin)
according to TU

21.20.23-083-42349142-2020

A set of reagents for determining
thrombin time for the line of
coagulometers "Technology
Solution" (TS-Thrombin) on the TU
21.20.23-084-42349142-2020

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

Number and date of issue

ofthe registration
certificate

Appointment

RZN 2020/12933 of The medical device "TS-APTV"

December 14,2020

RZN  2020/12930
December 15, 2020

RZN  2020/12659
November 24, 2020
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of

of

is designed to perform a basic
technique for the study of the
hemostasis  system -  the
determination of activated partial
(partial) ~ thromboplastin  time
(APTV / APTT) on the line of
semi-automatic and automatic
coagulometers "Technology
Solution™. APTT is determined to
evaluate the internal pathway of
coagulation activation in blood
plasrna’®
The medical device
"TS-Thromboplastin" is designed to
determine the prothrombin clotting
time (PV) in venous blood plasma,
calculate the prothrombin ratio (PO),
the prothrombin index (PTI), the
international normalized ratio (INR)
and the prothrombin index by Quick on
the line of semi-automatic and
automatic coagulometers '"Technology
Solution”.  The determination of
prothrombin time is carried out when
monitoring  the  treatment  with
anticoagulants of non-direct action, as
well as to detect dysfunction of the
external coagulation pathway.

The medical device "TS-Thrombin" is
designed to determine the thrombin
time on the line of semi-automatic and
automatic coagulometers "Technology
Solution”. Determination of thrombin
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time is carried out to assess the final
stage of blood plasma coagulation
during prophylactic or therapeutic
administration of anticoagulants, in
connection with arterial or venous
thrombosis  (myocardial infarction,
deep vein thrombosis, pulmonary
embolism, etc.), as well as in the
detection of congenital or acquired

concentration of fibrinogen for the
line of coagulometers "Technology
Solution" (TS-Fibrinogen) on the TU
21.20.23-085-42349142-2020

2020/12640
November 30, 2020

of

(cirrhosis of the liver)
dysfibrinogenemia.
A set of reagents for determining the | RU No. RZN | The medical device

"TS-Fibrinogen" is intended for
quantitative  determination  of
fibrinogen in blood plasma
without preliminary dilution of
the studied plasma on the line of
semi-automatic and automatic
coagulometers "Technology
Solution".  Determination  of
fibrinogen concentration is carried
out with bleeding of wvarious
etiologies (during pregnancy and
childbirth, against the background
of fibrinolytic therapy, etc.), with

inflammatory, autoimmune,
infectious and septic diseases
(pyelonephritis, pneumonia,

peritonitis, sepsis, systemic lupus
erythematosus, etc.).

A set of calibrators for determining
the concentration of fibrinogen for
the line of  coagulometers
"Technology Solution"
(TS-Fibrinogen calibrator) according
to TU 21.20.23-086-42349142-2020

RZN  2020/12691
November 30, 2020

of

The medical device
"TS-Fibrinogen-calibrator” is designed
to obtain calibration values of clotting
time when determining the
concentration of fibrinogen in blood
plasma by the modified Clauss method
without preliminary dilution of the
plasma under study on the line of
semi-automatic and automatic
coagulometers "Technology Solution".
The medical device
"TS-Fibrinogen-calibrator" is intended
only for the set "TS-Fibrinogen".
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A set of reagents for the RZN

2020/12686

determination of antithrombin for the November 30,2020

line of coagulometers "Technology
Solution” (TS-Antithrombin) on the
TU 21.20.23-087-42349142-2020

A set of reagents for the quantitative RZN

2020/12270

determination of D-dimer in blood November 14, 2020

plasma for the line of coagulometers
"Technology Solution™ (TS-D-dimer)
on the TU
21.20.23-088-42349142-2020

TS-D-dimer control RZN 2020/12571

November 17,2020

A set of calibration plasmas for the RZN

2020/12354

line of coagulometers "Technology —October 28, 2020

Solution" (TS-calibrator) on the
TU 21.20.23-090-42349142-2020

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

28

of

of

of

of

The medical device "TS-Antithrombin™
is designed to determine the activity
(as a percentage of the norm) of the
physiological anticoagulant -
antithrombin (AT) on the line of
coagulometers "Technology Solution™.
Determination of AT is carried out to
diagnose congenital and acquired
deficiency of this anticoagulant (DIC
syndrome, various types of shock,
sepsis, obstetric pathology, severe
trauma, etc.), as well as with prolonged
or high-dose use of heparins.

The medical device "TS-D-dimer"” is
intended  for the  quantitative
determination of D-dimer in human
blood plasma by the
immunoturbidimetric method at a
wavelength of 570-800 nm on the line
of coagulometers "Technology
Solution™. D-dimer is one of the most
important markers of activation of
blood clotting and fibrinolysis, since it
is formed in the bloodstream as a result
of the formation and subsequent lysis
of stabilized fibrin by plasmin. A high
level of D-dimer will be registered in
patients with thrombosis,
thromboembolism, DIC syndrome of
various genesis.

The medical device "TS-D-dimer
control" is intended for in-laboratory
quality control of a medical device "A
set of reagents for quantitative
determination of D-dimer in blood
plasma for the line of coagulometers
"Technology Solution" (TS-D-dimer)"
on the line of coagulometers
"Technology Solution".

The medical device "TS-calibrator” is
used to obtain calibration values and
build calibration curves for the study of
the hemostasis system on the line of
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semi-automatic and automatic
coagulometers "Technology Solution".
The use of calibration plasma frees in
most cases from the need to receive
fresh normal blood plasma from
healthy people.

Calibration plasma "TS-calibrator” is
certified for constructing calibration
curves and obtaining calibration values
when determining the following
indicators:

-APTV/ACTV,;

- prothrombin time;

- prothrombin index by Quick;

- thrombin time;

- antithrombin;

- plasminogen;

- protein C;

- Willebrand factor antigen level
(vWF:Ag);

- the level of protein S (free) antigen.

A set of contro] plasmas for the line
of coagulometers "Technology
Solution” (TS-control) according to
TU 21.20.23-091-42349142-2020

RZN 2020/12097
September 30, 2020

of

The medical device "TS-control” is
designed for in-laboratory quality
control (Quality Control) in the study
of the hemostasis system on the line of
semi-automatic and automatic
coagulometers "Technology Solution”.
The set is certified in the normal and
pathological ranges according to the
following indicators:

-APTV/ACTY;

- prothrombin time;

- international normalized attitude
(INR);

- prothrombin index by Quick;

- thrombin time;

- - fibrinogen (modified by Klaus
method);

- antithrombin;

- plasminogen;

- protein C;

- factor VIII;

- factor IX;
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A set of reagents for determining the
activity of factor VIII for the line of
coagulometers "Technology
Solution” (TS-Factor VIII) according
to TU 21.20.23-092-42349142-2020

A set of reagents for determining the
activity of factor IX for the line of
coagulometers "Technology
Solution™ (TS-Factor 1X) according
to TU 21.20.23-093-42349142-2020

A set of reagents for the
determination of plasminogen for the
line of coagulometers "Technology
Solution" (TS-Plasminogen) on the
TU 21.20.23-095-42349142-2020

A set of reagents for the
determination of protein C for the
line of coagulometers "Technology
Solution" (TS-Protein C) according
to TU 21.20.23-096-42349142-2020
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RZN  2020/13132
January 12,2021

RZN  2021/13310
January 28,2021
RZN  2021/13401

February 08,2021

RZN  2021/13611
March 02,2021
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- Willebrand factor level
(VWFiAQ);

- the level of protein S (free) antigen.
The medical device "TS-Factor VIII" is
designed to determine the activity of
factor VIII in blood plasma on the line
of semi-automatic and automatic
coagulometers "Technology Solution".
The determination of factor VIII is
used for the diagnosis of hemophilia A,
for monitoring the replacement therapy
of patients with hemophilia A with
factor VIII compounds, as well as for
the diagnosis of thrombophilia caused
by an increased level of factor VIII.
The medical device "TS-Factor IX" is
designed to determine the activity of
factor IX in blood plasma on the line of
semi-automatic and automatic
coagulometers "Technology Solution™.
The determination of factor IX is used
to diagnose hemophilia B, to control
the replacement therapy of patients
with hemophilia B with factor IX
concentrates.

The medical device "TS-Plasminogen™
is designed to determine the activity
(as a percentage of the norm) of the
main component of the fibrinolytic
system —plasminogen on the line of
coagulometers "Technology Solution”.
Determination of plasminogen is used
in the diagnosis of DIC syndrome and
thrombophilia, control of treatment
with drugs that activate fibrinolysis.
The medical device "TS-Protein C" is
designed to determine the activity (as a
percentage of the norm) of protein C in
blood plasma on the line of
coagulometers "Technology Solution”.
Protein C is one of the most important
physiological anticoagulants
synthesized liver with the

antigen

in the

/S



Automatic coagulometer «Technology Solution 400». User manual

participation of vitamin K. In its active
form, it destroys  coagulation
coagulation factors VIIla and Va.
Hereditary protein C deficiency leads
to thrombosis and thromboembolism.
Newbomns with protein C deficiency
may develop fulminant purpura.

A set of reagents for the
determination of lupus anticoagulant
for the line of coagulometers
"Technology Solution” (TS-Lupus)
according to TU
21.20.23-094-42349142-2020

RZN 2021/14378 of May
20, 2021

The medical device "TS-Lupus" is
intended for the determination of lupus
anticoagulant (VA) on the line of
semi-automatic and automatic
coagulometers "Technology Solution”
in sodium citrate-stabilized blood
plasma. In blood plasma, VA binds to
negatively charged phospholipids and
protein-phospholipid complexes and
inhibits the activation and interaction
of plasma coagulation factors. These
disorders are most clearly detected in
phospholipid-dependent  coagulation
tests. The presence of VA in plasma is
accompanied by recurrent thrombosis
of veins and arteries, disorders of
cerebral circulation (headaches,
fainting, dynamic disorders of cerebral
circulation, paresis, episyndrome,
visual disturbances, etc.), fetoplacental
insufficiency, habitual miscarriage
(miscarriages, fetal death of the fetus),
thrombocytopenia, less often -
microcirculatory bleeding,
polyallergia, others immune disorders,
a tendency to develop DIC syndrome.

A set of reagents for determining the
anti-Xa activity of  direct
anticoagulants for the line of
coagulometers "Technology
Solution” (TS-Anti-Xa) on the TU
21.20.23-102-42349142-2021

RZN  2021/15119  of
August 18, 2021

The medical device "TS-Anti-Xa" is
intended for quantitative determination
of the anti-Xa activity of direct
anticoagulants in blood plasma by
chromogenic method on the line of
coagulometers "Technology Solution”
when monitoring the therapy with
anticoagulants, such as unfractionated
and low molecular weight heparins,
direct oral anticoagulants (DOAC)
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A set of calibration plasmas for the
line of coagulometers “Technology
Solution"  (TS-Heparin calibrator)
on the TU
21.20.23-103-42349142-2021

A set of control plasmas for the line

of  coagulometers  "Technology
Solution"  (TS-Heparin  control)
according to TU

21.20.23-105-42349142-2021

A set of calibration plasmas for the
line of coagulometers "Technology
Solution" (TS- DOAC -calibrator)
on the OTHER
21.20.23-104-42349142-2021

A set of control plasmas for the line

of  coagulometers  "Technology
Solution” (TS- DOAC -control)
according to TU

21.20.23-106-42349142-2021
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RZN  2021/15136
August 20, 2021

RZN  2021/15104
August 16, 2021

RZN  2021/15411
September 23, 2021

RZN  2021/15147
August 20,2021
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(rivaroxaban, apixaban, fondaparinux
and others),

The medical device "TS-Heparin
calibrator” is designed to obtain
calibration values for determining the
anti-Xa activity of direct
anticoagulants (unfractionated and low
molecular weight heparins) in blood
plasma by chromogenic method on the
line of coagulometers "Technology

Solution”.  The medical device
"TS-Heparin calibrator" is intended
only for the "TS-Anti-Xa" kit.

The medical device

"TS-Heparin-control™ is intended for
in-laboratory quality control of a
medical device "A set of reagents for
determining the anti-Xa activity of
direct anticoagulants for the line of
coagulometers "Technology Solution™
(TS-Anti-Xa)" when determining the
anti-Xa activity of direct
anticoagulants (unfractionated heparin
(NG) and low molecular weight
heparins (NMH)) in blood plasma by
chromogenic method on the line of
coagulometers "Technology Solution".
The medical device "TS- DOAC
-calibrator" is designed to obtain
calibration values for determining the
anti-Xa  activity of direct oral
anticoagulants (DOAC) (apixaban,
rivaroxaban, fondaparinux and others)
in blood plasma by chromogenic
method on the line of coagulometers
"Technology Solution”. The medical
device "TS- DOAC -calibrator" is
intended only for the set "TS-Anti-Xa".
The medical device "TS- DOAC
-control” is intended for in-laboratory
quality control of a medical device "A
set of reagents for determining the
anti-Xa activity of direct

<lO
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anticoagulants for the line of
coagulometers "Technology Solution”
(TS-Anti-Xa)" when determining the
anti-Xa activity of direct oral
anticoagulants (DOAC)
rivaroxaban, fondaparinux and others)

(apixaban,

in blood plasma by chromogenic
method on the line of coagulometers
"Technology Solution”.

A set of reagents for the
determination of the Willebrand
antigen for the
automatic

factor line of
coagulometers
"Technology Solution"
(TS-Willebrand Ag) according to TU

21.20.23-107-42349142-2021

RZN

2021/15490

October 04 , 2021

of

The medical device "TS-Willebrand
Ag" is intended for the quantitative
determination of the Willebrand factor
antigen (VWF:Ag) in blood plasma.
Willebrand factor (vWF) is a large
multimeric glycoprotein whose main
functions are participation in platelet
adhesion by binding it to glycoprotein
Ib, as
antihemophilic

well as protection of

globulin from
proteolysis. Definition of VWF:Ag is
one of the most popular methods of
diagnosing hemorrhagic disease, which
is based on a deficiency or functional

of vWF (Willebrand's
Willebrand syndrome). In

addition, it is advisable to use this

inferiority
disease,

method to monitor the effectiveness of
the treatment of this pathology with
Willebrand factor concentrates.

A set of reagents for quantitative
determination of FM on
coagulometers “Technology
Solution" (TS-Fibrin-monomer) on

the TU 21.20.23-113-42349142-2021

RZN  2022/16545

February 15, 2022

of

The medical device
"TS-Fibrin-monomer" is intended for
the quantitative determination of fibrin
monomers (FM) in human blood
plasma either in free form or as part of
soluble fibrin-monomer
(RFMC) by immunoturbidimetry on

coagulometers "Technology Solution”.

complexes

The definition of FM is important in
various variants of intravascular blood
clotting (thrombosis of the main
vessels, PE, DIC syndrome), including

the use of anticoagulants.

A set of control plasmas for

RZN

2022/19288

of

The medical device

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

33



Automatic coagulometer «Technology Solution 400». User manual

quantitative determination of FM on
coagulometers "Technology
Solution" (TS-Fibrin-monomer
control) according to  TU
21.20.23-115-42349142-2021

A set of calibration plasmas for
quantitative determination of FM on
coagulometers "Technology
Solution" (TS-Fibrin-monomer
calibrator)  according to TU
21.20.23-117-42349142-2021

A set of reagents for quantitative
determination of FDP on
coagulometers "Technology
Solution” (TS- FDP) according to
TU 21.20.23-114-42349142-2021

A set of calibration plasmas for
quantitative determination of PDF on
coagulometers "Technology
Solution” (TS- FDP calibrator) on
the TU 21.20.23-118-42349142-2021

A set of control plasmas for
quantitative determination of PDF on
coagulometers "Technology
Solution"  (TS- FDP  control)
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December 30,2022

RZN  2022/19253 of
December 27,2022

RZN  2022/19267 of
December 28,2022

RZN 2022/19286 of
December 30,2022
RZN  2022/19286 of
December 30,2022
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"TS-Fibrin-monomer  control" s
intended for in-laboratory quality
control of a medical device "A set of
reagents for quantitative determination
of FM on coagulometers "Technology
Solution" (TS-Fibrin-monomer)". The
medical device 'TS-Fibrin-monomer
control" is intended only for the set
"TS-Fibrin-monomer".

The medical device
"TS-Fibrin-monomer  calibrator”" is
designed to obtain calibration values
for the quantitative determination of
fibrin-monomer (FM) with a set of
"TS-Fibrin-monomer" on
coagulometers "Technology Solution".
The medical device "TS- FDP " is
designed  for  the  quantitative
determination of fibrinogen and fibrin
degradation products (FDP) in human
blood plasma by immunoturbidimetry
on coagulometers "Technology
Solution”. FDP s are a marker of
activation of blood clotting and
fibrinolysis, since they are formed in
the bloodstream as a result of plasmin
lysis of fibrinogen and fibrin. A high
level of FDP will be registered in
patients with thrombosis,
thromboembolism, DIG syndrome of
various genesis

The medical device "TS- FDP control"
is intended for in-laboratory quality
control of a medical device "A set of
reagents for quantitative determination
of FDP on coagulometers "Technology
Solution” (TS- FDP)". The medical
device "TS-FDP control" is intended
only for the set "TS-FDP ",

The medical device "TS- FDP control"
is intended for in-laboratory quality
control of a medical device "A set of
reagents for quantitative determination
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¢

according to TU

21.20.23-116-42349142-2021

of FDP on coagulometers "Technology
Solution" (TS- FDP)". The medical
device "TS- FDP control” is intended
only for the set "TS- FDP ",

Disposable cuvette for the line of
coagulometers “Technology
Solution", in versions:
- Disposable cuvette for
coagulometers "Technology Solution
60", "Technology Solution 190",
"Technology Solution 400": K2 (700
ul) — 1000 pcs. in the package.

- Disposable cuvette for
coagulometers "Technology Solution
60", "Technology Solution 190",
"Technology Solution 400": K2 (700
ul) — 1500 pcs. in the package.

- Disposable cuvette for
coagulometers “Technology Solution
60", "Technology Solution 190",
"Technology Solution 400": K3 (1
ml) - 1000 pcs. in the package.

- Disposable cuvette for
coagulometers "Technology Solution
60", "Technology Solution 190",
"Technology Solution 400": K4 (1.5
ml) - 500 pcs. in the package.

- Disposable cuvette for
coagulometers "Technology Solution
60", "Technology Solution 190",
"Technology Solution 400"

K 5 (2 mi) - 400 pcs. in the package.

RZN 2020/10843 of June
17,2020

The device "Disposable

cuvette for the line of coagulometers

medical

"Technology Solution" is intended for
placing blood plasma samples and
reagents, mixing them and examining
blood

coagulometric analysis methods on the

plasma  samples  using
line of coagulometers “Technology
Solution": "Technology Solution 4",
60",
190",

"Technology Solution
"Technology

"Technology Solution 400".

Solution

"Washing solution according to TU
21.20.23-001-34065548-2019 "

RZN 2019/9048 of May
04,2021

The medical device "Washing solution"
is used as a detergent and disinfectant
reagent for cleaning the dosing systems
of the
"Technology Solution" ("Technology

line of coagulometers

Solution 60", "Technology Solution
190", “Technology Solution 400"),
coagulometers "AK" and "Insula 500".

When new sets of the Technology Solution line appear, users will be

informed by an authorized representative in the Russian Federation of Laboratory
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Solutions LLC through an Official Notification, or on the official website
www.labsolution.ru, www.na6-peLueHve .RF.

19 PC configuration

The analyzer is controlled by the PC software. The recommended PC
configuration is as follows:

Processor: 1.6 GHz or higher; Memory: 2 GB or higher HDD: 120 GB or
higher. Display resolution: 1600 * 900; OS: Windows 7/8 .1/10/Ultimate or higher.
There is one network interface (used to connect the device) and 4 USB interface
ports.

36
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Chapter 2 Principle of work
2.1. The process of coagulation

E4
____~° Photodiode

W
-

Light source
Pic. 2-1. Scheme of the light flux of the coagulation process.

The optical system of the coagulation process uses the method of 90% optical
scattering +% of the end point. The light source is an ultra bright red LED with a
wavelength of 660 nm, with a high-resolution filter. The light filter directs the light
flux to the sample. The photodiode receives the diffused light flux at an angle of 90 °
and converts it into an electrical signal. After converting the light flux into a digital
signal, the computer processes the data, draws a coagulation curve and determines
the coagulation time using the percentage method of the endpoint.

Scattering intensity

Pic. 2-2. Endpoint percentage method.

The percentage is taken as the clotting time.
At the moment when the reagent is added, but the coagulation has not yet
occurred, the level of scattered light will be 0 %, and when the coagulation reaction

K1}
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is completed, it will be 100 %. Based on the coagulation curve, the clotting time can
be considered the time when a particular level reaches a certain test percentage. In
the figure, the coagulation point is set to 50 % and the user can adjust the percentage
of the coagulation point for each time, depending on the specific situation. The lower

the value, the shorter the result time.
Tests that are based on this method: PT, APTT, FIB, TT, PCco, PSco clotting
factors (11, V, VII, VI, 1X; X, XI, XII, XIII), etc.

2.2 Chromogenic and immunoturbidimetric methods

Optical fiber RiatcKliode

Pic. 2-3. Schematic diagram of the light path for the chromogenic and
immunoturbidimetric method

The optical system of chromogenic method and immunoturbidimetry uses the
optical absorption method. The luminous flux uses the led + optical fiber mode,
applying one of the four wavelengths of 405/575/660/800 nm. Light from the led passes
through the filter and through the optical fiber to the sample. The photodetector takes
light absorption and converts it into an electrical signal. After the analog-to-digital
conversion, the computer processes the data, registers changes in optical density per
minute, and uses the relationship between changes in absorption and concentration (or
percentage activity) to check the concentration (or percentage activity) of the test
substance.

The chromogenic method uses the principle of colorimetry to measure the
absorption of light (405 nm) by a liquid in a cuvette. The amount of light that reaches
the photodetector is converted into an electrical signal that is proportional to the activity
of the enzyme.

Tests that are based on this method: FXIII, AT3, Pig, PCch, Hep, a 1 AP.

The immunoturbidimetry method is based on measuring the absorption and
scattering of monochromatic light by suspended particles formed during the
antigen-antibody reaction. There is a change in the optical density of the medium
detected photometrically. After heating the plasma for some time, a stabilizing reagent
and an antigen-sensitive reagent are added. Then the sample is exposed to light of a
certain wavelength (575/660/800 nm, depending on the parameters specified in the test
Protocol) and photometrically recorded changes in light absorption caused by the
antigen-antibody reaction.

Tests that are based on this method: D-dimer, FDP, PS, vVWF Ag, FM..

38
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2.3. The measurement process in the presence of various interferons

The sample is tested in the presence of interferents by measuring the optical
absorption of the sample at three wavelengths (405 nm, 660 nm, 800 nm). For various
interferons, the methods use a certain set of wavelengths, as a rule, in each method, the
main and additional wavelengths are used for the operation of the HIL function. The list
of possible interferents and the correspondence of the required wavelength are presented
in the table below.

Interference Wavelength
Triglycerides 660 nm
Triglycerides + hemoglobin 800 nm
Triglycerides + hemoglobin + bilirubin 405 nm

The HIL function is configured by a specialist of an Authorized Representative
in the Russian Federation of Laboratory Solutions LLC during the commissioning of
the analyzer.

Determination of the presence of interferons in the sample that may affect the
test result is performed during sample preparation. If the operator notices that the
sample has interferences, he must set a flag at the time of assignment of the task for
this sample, requiring testing using the HIL function.

The purpose of testing a sample using the HILL function

To use the HILL function during sample testing, follow the steps specified in
paragraph 7.5 of this manual, then set the flag in the window indicating the
activation of the HIL function. In the figure below, the flag setting is highlighted
with a rectangle.

i1 0BT A,
nm Mon MyWSIHU H CHsansiim (LY

pr jrul lim Adbynatof>Ned»  FOMmus ;20230MJ5 1) oeo >

50»-05A gx (bIMTA 1*1» onnmrm mrtii
Oruy>«TT*T. Jl«Bo(»emr ii 000 *
imrmr3a >* »»

TecTd
b KKHVIAOIX
MakeTHbII Konnyectso
CoxpaHuTb BsOA1 Hasag,

Figure 2>4. Activating the HILL function
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Chapter 3 Installation of the device

3.1 Unpacking the device
3.1.1 Unpacking steps
Unpack the device and remove material for transportation. Keep all packing
materials and materials for transportation in case of possible transportation of the
device.
1) The box with the instrument shall stand straight and the arrows shall be directed

upwards.
2) Use tools to open the side walls of the box, remove accessories and check the kit

according to the device certificate. If a configuration violation is detected,
immediately contact the distributor or representatives of the Limited Liability
Company “Laboratory Solutions." Check the contents in the packaging box and

make sure it includes the following:
1. Automatic coagulometer "Technology Solution 400" - 1 pc.
2. Operation manual - 1pc.
3. The passport of the device - | pc.
4. Power cable - 1pc.
5. Fuse 250 V- 10A-2pcs.
6. LAN cable with a magnetic ring - 1 pc.
7. Capacity for distilled water (with lid) - 1 pc.
8. Waste container (with lid) - 1pc.
9. Wire for cleaning the needle - 1pc.
10. Auxiliary handle for transportation - 4 pcs.
11. Test tube rack - 15 pcs.
12. Hose connector - 2 pcs.
13. T33 water filter - 1pc.
14. Adapter from RJ45 to USB 3.0 - 1pc.
15. Two-way valve - 1pc.
16. Tee - 1pc.
17. Hose for liquids (7 m) - 1pc.
18. Hose for liquids (1.5 m) - 2 pcs.
19. Adapter for vials (if necessary) - 2 pcs.
20. A cup for samples C 1004 (if necessary) - 100 pcs.
21. Magnetic stirrer (if necessary) - 2 pcs.
22. Sticker for reagents (if necessary) - 3 pcs.
23. Bottle of 50 ml (if necessary) - 2 pcs.
24. CD with software (if necessary) - 1 pc.
25. Barcode scanner for reagents (if necessary) - 1 pc.
26. Barcode scanner for samples (if necessary) - 1pc.

3) Remove the top cover. Remove the device from the transport container by special
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handles in the lower part of the device on both sides with the help of at least 4
people.

Note: Accessories must match the packing list. If any component is
missing, damaged, or does not match the packing list, contact your distributor or
representative. Please store the package correctly for further packaging and
transportation. The surrounding shipping environment for the device:
temperature-20 T ~ 55 U, relative humidity to < 85%, barometric pressure is
50 kPa ~ 106 kPa. During transportation, pay attention to the icons Top, Fragile,
Rain and Moisture, and Layer Limit on the package and transport the instrument
as required.

3.1.2 Transportation conditions

e « Before transporting the device, make sure that it is reloaded and the
sampling needle is in the raised position.

e * Under normal conditions, trolieys and other vehicles may be used for
short-distance transport.

e + Pay special attention to the safety of the front panel, the sampling probe,
and the liquid system connections on the back panel during the entire
transport of the device.

e + During loading and unloading operations and transportation, keep the
device in a vertical position, do not tilt or turn it over.

e * Avoid vibrations if possible. It is recommended to check and calibrate the
device before using it again.

Attention: Save the packing case for long-distance transportation. It is not
allowed to move the device without prior approval of the service department of an
Authorized representative in the Russian Federation of Laboratory Solutions LLC.

3.2 Conditions of installation and operation of the device

The automatic coagulometer "Technology Solution 400" must be installed by
qualified specialists. When you need to change the installation location of the device,
also contact qualified specialists who have the manufacturer's certification for this
device.

It should be noted that if a malfunction occurs as a result of moving the system by
the user, this leads to the loss of all warranty obligations, even if the warranty period
has not expired.
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To make sure that the device is working correctly, place it on a work surface that
meets the following requirements:

» Away from direct sunlight;

* No dust;

» Absence of strong electromagnetic radiation;

Do not use this device at low relative humidity, especially if synthetic materials
(synthetic clothing, carpets, etc.) are present near it, may lead to erroneous results
due to the influence of electrostatic discharges.

e A grounded power outlet must be located in the immediate vicinity of the
appliance.;

» Leave enough space for work and maintenance. Creating conditions for heat
exchange of the working device, leave approximately 50 cm from the walls to the
back panel, sides, top of the device. The surface must withstand at least 300 kg;

* The room should be well ventilated;

* Avoid excessive humidity and high temperatures;

* Avoid vibration and shaking.

» The device must be installed on a flat working surface, without inclination and
irregularities

The manufacturer is responsible for providing the consumer or customer with
information about the electromagnetic compatibility of the equipment.

The consumer is responsible for maintaining an electromagnetic environment for the
equipment that ensures compatibility, in which the equipment must function in
accordance with its purpose.

Attention: 1) This device works at ambient temperature ‘C and

humidity ~ 70%.

2) After installation, avoid frequent movement of the instrument. Use a

stable trolley to move it. The angle ofinclination shallnotexceed 15 °.

3) Installation and movementisperformed by qualified specialists.®

3.3 Power supply requirements

« 100 240 V
» 50Hz/60Hz
« 1000 W

Voltage fluctuations and power failure should be avoided.
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Prevention:

1) The AC power supply must be well grounded (ground voltage <5V).

2) The power supply must be stable when combined with high-power
electrical appliances.

3) If smoke, a sharp smell or unusual noise emanating from the device is
detected, immediately turn off the power and contact the service center of an
Authorized representative in the Russian Federation.

4) To disconnect the power cord, gently pull the plug, holding directly to the
cord is highly discouraged,

5) Do not open the back cover, side cover or panel of the switched-on

o Automatic coagulometer "Technology Solution 400" meeis the
requirements for radiation and noise immunity set out in GB /T
18268.1 and GB /T 18268.26. See tables 3-1, 3-2.

o The user must ensure the electromagnetic compatibility of the
coagulometer environment so that it works normally.

& TIpedynpescoenue:

s Automatic coagulometer "Technology Solution 400" is designed and
tested as a class a equipment specified in GB 4824. Use at home is
not provided, as the device may cause radio interference.

e Use of the coagulometer near sources of strong radiation (such as
unshielded sources) is prohibited, otherwise the normal operation of

the device may be disrupted.
Table 3-1.
Electromagnetic radiation
Testing for emissions Compliance
GB 4824 Group 1
RF radiation
GB 4824 Classl
RF radiation
GB 17625.1 N/A
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Harmonic radiation

GB 17625.2 N/A
Voltage  Fluctuation /  Flicker
Emissions
Table 3-2.
Electromagnetic noise stability
Test for immunity Basic The value of the test Efficiency
Subject standard evaluation
Electrostatic GB/T Contact discharge: £ 2kV,+4kV B
discharge 17626.2 Airoutlet: £ 2 kV, + 4 kV, + 8 kV
Radio frequency of GB/T 3V/m, 80MHz~2.0GHz, 80%AM A
the electromagnetic 17626.3
field
Pulse group GB/T Electrical cable: + 1 kV (5/50 ns,
17626.4 5 kHz) B
Signal cable 1/ 0: N/ A
Wave GB/T Line-ground: £ 2 kV B
17626.5 Line to line: + 1kV
Radio frequency GB/T Electric cable: 3V /m, 150 kHz A
conduction 17626.6 80 MHz,
80% AM
Signal cable I/0: N/ A
Power GB/T 3A/m, 50Hz A
frequency 17626.8
Magnetic field
Voltage failure and GB/T 1cycle 0%; B
interruption 17626.11 5/6 cycle 40%; C
Cycle 25/30 70%; C
250/300 cycle 5% C

Performance assessment:

A. in the test, the performance is normal within the specified limit.

B. during the test, functions or performance deteriorate or temporarily
they are lost, but can be restored automatically.

C. during the test, functions or performance deteriorate or temporarily
lost, but requires operator intervention or system restart.

44

& 000 LIMPMU (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
pte



Automatic ooagulometer «Teclumlogr Solution 400». User manual

3.4 The installation of the device

A) Space required: distance between the right wall of the instrument and

has to be a wall =2 100 cm. Distance between a back wall of the device and
a wall have to be = 100 cm. Make sure that there is enough place on a table and
under the device for the tank of the distifled water, for capacity with liquid waste, a
container with the fulfilled ditches and there is enough place for repair and service.

B) Use a network cable to connect the device to an external PC, and use an
electrical cable to connect the device to power.

C) The distilled water tank and the waste liquid tank are connected to the
connectors on the instrument according to the marking.

3.5 Calibration

The instrument should be calibrated using standards and calibration materials. You
do not need to perform calibration every day, but you must do it at least once for
each test series that needs calibration. The data obtained from the calibration will be
used until the new calibration data is saved. However, due to the fact that external
changes may affect the results of the analysis and if the test parameters are found to
go beyond the control values, it is recommended to recalibrate during quality
control.

3.6 Quality control

To assess the correct operation of the device, it is recommended to conduct
daily quality control (QC) of the performed methods using appropriate control
materials.
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Chapter 4 Device start-up

The list of medical devices and consumables required for use in conjunction
with the medical device "Automatic coagulometer "Technology Solution 400" for its
intended purpose.

To perform a study of the hemostasis system (testing) in blood plasma
according to the principles specified in paragraphs 2.1 and 2.2, the device requires
reagent Kits, calibrators, cuvettes and a washing solution. All components necessary
for the operation of the device are specified in section 1.8 of this manual.

Reagent Kits.

Reagent kits are necessary for the study of the hemostasis system and are
prepared for the operation of the device in accordance with the instructions set out in
the relevant instructions for the use of these kits. The procedure for the use of
reagents is described in Chapter 6 of this manual.

Disposable cuvettes (see paragraphs 1.2.3 and 1.8 of this manual)

The cuvettes are delivered in packages. K2 cuvettes are loaded into the
hopper for measuring cuvettes by pouring them out of the package to the red mark
located on the inside of the hopper. The cuvette can be reloaded at any time,
regardless of the status of the analyzer.

The automatic coagulometer "Technology Solution 400" automatically
detects the presence of cuvettes. If there is not enough cuvette in the feed line (26
cuvettes or less), a warning message is displayed on the screen. If there are no
cuvettes left in the feed line, an error message appears. The analyzer stops working
with new samples and performs a controlled stop. The "Warning" LED indicator on
the analyzer panel turns red. In order to be able to share the cuvettes with the
coagulometer and the correctness of the results obtained, it is necessary to make sure
that there is a special marking on the upper face of each cuvette (see paragraph 1.2.3
of this manual).

Washing solution (see point 1.8 of this manual)

The washing solution is used to clean the regent probe and the sample probe
during operation. The cleaning cycle is performed according to the factory settings,
and additional washing cycles can also be set in the test settings. The procedures for
installing and replacing the washing solution are described in Chapter 6 of this
manual.

Calibrators

A calibrator is a sample with a known analyte value obtained during
production and used for calibration of the test. Depending on the specific method,
sets of calibrators can be used (see paragraph 1.8 of this manual), as well as
calibrators included in reagent kits. The use of calibrators is performed to obtain the
calculated values of the calibrated method, installation of calibrators on board the
analyzer is carried out in the sample compartment using special cuvettes of the
medical device "Disposable cuvette for the line of coagulometers "Technology
Solution™, in versions:
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- Disposable cuvette for coagulometers “"Technology Solution 60",
"Technology Solution 190", "Technology Solution 400" K3 (1000 pcs. in the
package).

- Disposable cuvette for coagulometers "Technology Solution 60",
"Technology Solution 190", "Technology Solution 400": K4 (500 pcs. in the
package).

- Disposable cuvette for coagulometers "Technology Solution 60",
"Technology Solution 190", "Technology Solution 400": K5 (400 pcs. in the
package)

(registration certificate No. RZN 2020/10843 dated June 17, 2020).

Cuvettes K3, K4, K5 are universal for use both when performing calibration
procedures and when performing daily in-laboratory quality control. The cuvettes
have different capacities: cuvette K3 - 1 ml, cuvette K4 - 1.5 ml, cuvette KS - 2 ml.

Materials for quality control

Appropriate control materials (plasmas) are used to carry out the quality
control procedure. Reagents for quality control are installed in the sample
compartment, in special cuvettes. For these purposes, the medical device
"Disposable Cuvette for the line of coagulometers "Technology Solution™ is used, in
versions:

- Disposable cuvette for coagulometers "Technology Solution 60",
"Technology Solution 190", "Technology Solution 400": K3 (1000 pcs. in the
package).

- Disposable cuvette for coagulometers "Technology Solution 60",
"Technology Solution 190", "Technology Solution 400™: K4 (500 pcs. in the
package).

- Disposable cuvette for coagulometers “Technology Solution 60",
"Technology Solution 190", "Technology Solution 400": K5 (400 pcs. in the
package)

(registration certificate No. RZN 2020/10843 dated June 17, 2020).

Samples

A sample is a portion of the patient’'s blood plasma. A sample can also be
called the material with which the test is performed, in particular calibrators and
control plasmas.

The samples are installed in the sample disk. Primary test tubes and sample
cups can be used.

4.1 Pre-launch preparation

Before starting work on the device, the user must perform the following
actions.

1. Check if there is enough distilled water.

2. Empty the waste container

3. Add the required number of measuring cuvettes

4. Empty the tank for the spent cuvettes.
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5. Make sure that there are no obstacles to the movement of mechanical
parts.

6. Check whether the device is connected to the network via UPS

4.2. Enabling the system

To start the device, you must first press the switch at the far wall of the

device, then at the front panel, then turn on the control computer and run the device
software

4.3. Indicators

In the upper-right corner of the front panel of the device, there are three
indicators that indicate the working state of the device. You should pay attention to
changes in the indicators at start-up and during operation of the device to know
about the working condition of the device:

* POWER: Green. When the main power switch is on, the POWER
indicator lights up, indicating that the device is switched on normally; if the
POWER indicator flashes, it indicates that the reagent cooling has not reached the
desired value.

* RUNNING: Yellow. If the RUNNING indicator lights up when the
secondary power switch is turned on, it means that the device is switched on and in
working condition.

* WARNING: Red. When the main and secondary power switch are turned
on, the WARNING light does not light, which means that the device is working
normally; if the WARNING light flashes, it means that there is a malfunction in the
device.

4.4 Entering the system

After the device is switched on and the system is loaded, a login window will

appear. See Pic. 4-1.
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Pic. 4-1. Interface of an entrance.
The user name is admin, and the password is 888888. Enter them to log in.

45 Main menu
After logging in, the user will enter the main interface. See Pic. 4-2.

li ~ IESSIifl

*

Pic. 4-2. Main menu.

The main menu is the main window for all users of the "Technology Solution
400" device, in which users can click the icon to select a specific operation.

Click the Menu button on the toolbar and select a function from the
drop-down menu. The software provides various features depending on the user's
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access level.

4.6 Help
Click the Help icon on the status bar to open the Help and Information window.
See Pic. 4-3.

Pic. 4-3. Help and information window.

Click the help button or the FI shortcut key to view the software reference
information. Click the About button to open a dialog box with information about the
software. See Pic. 4-4.

Pic. 4-4. Information about the device's software.
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Chapter 5 Test settings

Click "Menu” and then "System setup™ -> "Tests" to enter the test setup menu.
See Pic. 5-1.

A

*tnm OBAT L

Pic. 5-1. Test setup menu.

The functions of this menu include parameters such as saving, calculating,
adding, deleting, printing, restoring default parameters and selecting the sequence of
displaying information.

Test names are displayed in the list on the left. Information about the
parameters corresponding to the selected test is displayed on the right. Test names
that are set by default cannot be changed.

51 The test parameters

Name: Name of the test.

Full name: full name of the test.

Control value range: the control range of measurement results.

Coagulation point ( % ): the Final point in the coagulation process. By default,
this value is 50 %.

Max. time: the Maximum time measurement.

Start time: the measurement start time from the start of the reaction for the
chromogenic method and immunoturbidimelry.

Final time: the final measurement time from the start of the reaction for the
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chromogenic method and immunoturbidimetry.

Sample volume SI (MCL): the volume of sample intake SI.

Sample volume S2 (pi): the amount of sample diluted in step 2.

Pre-wash: an additional wash cycle installed before sampling. If set to O, there
will be no flushing.

Post-wash: an additional wash cycle installed after sampling. If set to 0, there
will be no flushing.

Incubation time of reagent 1. Select an interval with a minimum value of 20 s
between the start time of sample heating and the time of adding reagent 1, which can
be changed by increasing by 20 s. However, if the flushing mode is selected
immediately after sampling, each flushing cycle will be increased by 20 seconds. In
addition, if the flushing mode is selected before adding reagent 1, each flushing
cycle will be extended by an additional 20 seconds.

Pre-wash (RI): an additional wash cycle installed before the reagent 1 intake.
If set to 0, there will be no flushing.

Post-wash (RI): an additional wash cycle installed after reagent 1 is taken. If
set to 0, there will be no flushing.

Incubation time of reagent 2: the Minimum interval between adding reagent 1
and adding reagent 2 is 20 seconds. The interval can be increased in increments of
20 seconds. However, if flushing is set immediately after sampling, the time for each
flushing cycle must be increased by 20 seconds. Similarly, if the flushing is set
before adding reagent 1, it is necessary to increase each flushing cycle by 20
seconds.

Pre-wash (R2): an additional wash cycle installed before the reagent 2 intake.
You can set up to 9 cycles. If set to 0, there will be no flushing.

Post-wash (R2): an additional wash cycle installed after reagent 2 is taken. You
can set up to 9 cycles. Ifset to O, there will be no flushing.

Incubation time of reagent 3: the Minimum interval between adding reagent 2
and adding reagent 3 is 20 seconds. The interval can be increased in increments of
20 seconds. However, if flushing is set immediately after sampling, the time for each
flushing cycle must be increased by 20 seconds. Similarly, if the flushing is set
before adding reagent 1, it is necessary to increase each flushing cycle by 20
seconds.

Pre-wash (R3); an additional wash cycle installed before the reagent intake 3.
up to 9 cycles Can be set. If setto O, there will be no flushing.

Post-wash (R3): additional wash cycle set after reagent 3 is taken, up to 9
cycles Can be set. If set to 0, there will be no flushing.

Setting up re-dilution analysis: the sample is re-tested after a specified multiple
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dilution. Select the upper and lower limits of the result and the dilution factor. !fthe
test results exceed these values, the sample must be tested again after the specified
multiple dilution. Once selected, the system automatically starts this function.

Setting up reanalysis: if you want to re-test a sample, select the upper and
lower limits of the result. If the test value exceeds these limits, the sample will be
tested again. Once selected, the system automatically launches this function.

Changing the formula: Changing the measurement results. Formula:Y=KX+B;
X- measurement result, Y-changeable result. If changes are not necessary, you can
select the values K=1 and B=0.

5.2 Saving test settings and parameters

After configuring the test, click Save. If the settings are set correctly, the
settings will be saved and the current menu will be updated; if the settings are not set
correctly, the settings will not be saved, and a prompt window will appear with an
error marked.

5.2.1.1 Parameter calculation
Click "Calculate parameters™ button to open the "Calculate parameters™ dialog
box. See Pic. 5-2.

Normal ]]20.” IS

Cancel
Miw-
Pic. 5-2. Window for calculating parameters.

You can choose the calculation parameters, change the name of the test and
the full name of the test by selecting the appropriate test, you can change the data
format, the lower and upper limits of the measurement range, the normal value, and
the ISI value. Next, click the "OK" button. If the parameters are set correctly, the
system will save the settings, close the “Parameter Calculation” dialog box and
return to the current main menu. If the parameters are not set correctly, a window
will appear in which an error will be indicated. Click “OK”, then the error window
will be closed and the settings will not be saved; press the “Cancel” button, the
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system will close the “Calculation of parameters” dialog box and return to the
current main menu.

Units of measurement of calculation tests:

Some tests require more than one unit to be submitted or require the use of a
conversion factor. An example could be a PV test or Prothrombin Time, where to
obtain the INR value, the value

MICH. There are several options for obtaining calculation units:

* Ratio, BY (Ratio)

« MHO (INR)

Units of measurement of the calibrated tests:

If the test requires calibration, it is necessary to select the units of
measurement in which the calibration curve will be presented. The following units
can be selected:

-g/1 (9/1X

- mg/ml (mg/ml),

- mcg/ml (ug/ml),

- mg/dl (mg/dl),

- ng/ml (ng/ml),

- Ed/ml (1U/ml).

The "Calculation Parameter” window includes the possibility of entering
reference ranges for each activated parameter. To interpret the test results obtained, it
Is necessary to refer to the instructions of the set of reagents used on the analyzer
(see paragraph 1.7 of this manual).

5.2.1.2 Adding a test
Click the Add button to open the Add dialog box. See Pic. 5-3.
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Add

Param.'s Abbr

OK Cancel

Pic. 5-3. Dialog box for adding a test.

You can enter a test name and select a test method. Click "OK". If the
parameters are set correctly, the system saves the settings, closes the Add dialog box,
returns to the current main menu, and updates the list of tests. If any parameter is set
incorrectly, a window with a hint will appear, and the error will be highlighted. Click
OK and the hint window will close. Click Cancel and the system will close the Add
dialog box and return to the current main menu.

5.2.1.3 Deleting a test
Click the Delete button to open the Delete dialog box. See Pic. 5-4.

Delete selected item and all its setup info?

Pic. 5-4. Dialog box for deleting the test.
Select the test you want to delete. Click OK, the system deletes the selected
test, closes the Delete window, returns to the current main menu, and updates the list

of tests. Click Cancel, the system closes the Delete window without deleting the
selected test, and returns to the current main menu.
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5214 Print
Click the Print button to print information about the parameters of the

selected test.

5215 Restoring default parameters
Click the Restore default button to open the Restore default window. See Pic.

5-5.

Restore default settings. Click "Yes", the system will restore the default
settings, close the window, return to the current main menu, and update the list of
items. Click "No", the system will not restore the default settings, close the window
and return to the current main menu.

5.2.1.6 Sequence of display of tests
Click the Display test list button to open the Display test list dialog box. See

Pic. 5-6.
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Displ™ Sequence

Parameter Sequency

APTI
FIB
i~
AT3
D-Dimer A
FDP
LA1
LA2
n

Vv

VI

X

OK Cancel

Pic. 5-6. Menu for displaying the list of tests.

Test names are displayed on the left (in the same order as in the test menu).
Action parameters are displayed on the right, up, previous, next, and down. Select a
test and click the action button on the right. When the first element is selected, only
the "Next" and "Down" actions can be performed; when the last element is selected,
only the "Previous™ and "Up"actions can be performed.

(1) OK

Click OK, the system will change the test sequence, close the test display list
dialog box, return to the current main menu, and update the test list.

(2) Cancel

Click Cancel, the system will not change the test sequence, close the test
display list dialog box, and return to the current main menu.

57

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



Automatic coagulometer «Technology Solution 400». User manual

Chapter 6 Reagent Settings

To conduct testing using the medical device "Automatic Coagulometer
"Technology Solution 400" for its intended purpose, it is necessary to use the
medical devices specified in paragraph 1.8 of this manual. The Reagent tab is used to
place reagents on board the analyzer and identify them in the software. The Reagent
tab displays a map of the location of reagents on the disk. Both reagents and a
washing solution are placed in the reagent disc (paragraph 1.8 of this manual), each
of which has a different color indication. Next to the reagent disk is a disk for setting
diluents and buffers. To visually display the reagent level, an indication of the
external contour of the position is provided, as well as the position itself: blue color
is the normal level, when the reagent ends, the position of the reagent is replaced by
an exclamation mark. Also, the table to the right of the reagent disk displays the
volume of reagents and the number of remaining definitions for measurement.

The procedure for identifying the reagent on board the analyzer is carried out
in two ways; manually and automatically (clause 6.5 of this manual).

Click the Reagent button on the toolbar or the Menu button, and then select
System. "Setting" -> "Agent" to enter the configuration interface of the Reagent. See
Pic. 6-1.

Pic. 6-1. Menu of settings of reagents.

To install the required reagent, you need to select a position on the reagent
disk, then select the name of the required reagent from the drop-down menu in the
table on the right.
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You can enter information about reagents, including the reagent stand,
reagent position, reagent name, bottle type, batch number, expiration date, and
reagent barcode. The reagent barcode can be entered manually or scanned. The
positions of the reagents on the reagent tanks and sample tanks are shown on the left.
The reagent tray has 4 reagent stands, and each reagent stand includes 10 reagent
positions, for a total of 40 reagent positions. When the reagent position 10 is selected,
the reagent name can only be CLEAN I or CLEAN II, and the type of vial cannot be
edited.

The procedure for replacing the reagent and the washing solution

Depending on the situation, the reagent can be replaced both during waiting
and during sample testing. When the analyzer is in standby mode, it is necessary to
get a bottle with a reagent that requires replacement and put a bottle with a new
reagent in its place. To detect the reagent level, the analyzer will perform a check
before performing the analysis automatically. If, during testing, the color indication
of the contour of the reagent position has changed to purple, it means that the reagent
bottle will soon be emptied. To replace the reagent, you need to press the pause
button, then wait for the message that the work is suspended and replace the reagent.
Then click the "Start test” button and the analyzer will continue working from the
moment when it was suspended.

To expand the capabilities of the analyzer in offline mode, there is a function
of automatic transition of the reagent probe from one reagent to another of the same
reagent. In order for this function to be used during testing, it is necessary to install 2
or more vials of the same reagent before starting testing.

6.1 Reagent parameters

Reagent position: sets the position where the reagent will be installed.

Reagent name: the name of the reagent.

Bottle type: bottle type.

Batch: the batch number of the reagent.

Shelf life: the shelf life of the reagent.

Reagent barcode: the reagent barcode can be entered manually or scanned.

6.2 Information about reagents

Click on the reagent label on the reagent container or sample container, and
information about the reagent will be displayed on the right. You can edit the
information corresponding to the reagent.

6.3 Saving

Click the "Save"button. If the parameters are entered correctly, the reagent
parameters will be saved; if any parameter is set incorrectly, a notification window
will appear where the first error is highlighted, and the reagent parameters will not
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be saved. Click the " OK " button to close the hint window.

6.4 Delete
Click the Delete button to open the Delete dialog box. See Pic. 6-2.

Are you sura to selectod entry?

Cancel

A

Pic. 6-2. Image of the delete interface.

You can use the Shift and Ctrl keys on your keyboard to select multiple
reagents. Click OK and the system will delete the selected entry, close the Delete
dialog box, and return to the current main interface. Click Cancel, and the system
will not delete the selected entry, but will close the dialog box and return to the
current main interface.

6.5 Barcode scanning (if necessary)

To identify and safely combine medical devices (reagents), it is required to

scan the barcode applied to each reagent vial.
Reagent barcodes are scanned automatically when testing is started. To do
this, press the "Start test” button in the "Test" menu and the analyzer automatically

identifies the installed reagents.
The barcode system of the device is compatible only with kits and reagents

for the "Technology Solution™ line of coagulometers.
The success of automatic barcode detection depends on the correct location of the

barcode bottle in the reagent stand. The label with the barcode should be visible through the slot
of the tripod.
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Chapter 7 Testing procedure

Before starting the testing, it is necessary to perform the preparatory work
described in paragraph 4.1 of this manual.

Click the Test button on the toolbar or the Menu button, and then the Test
option to enter the test menu. See Pic. 7-1.

1n -

Pic. 7-1. Testing menu.

The main functions provided in this menu include sample selection, metering,
printing, transfer, barcode scanning (optional), retest, reaction curve, etc. The
functions provided in this menu vary depending on the user's access level.

To start the testing procedure, follow the steps listed below:

1 Prepare the primary test tubes by removing the closing caps to avoid
collision and possible damage to the sample probe.

2. Place the prepared test tubes in the sample compartment. If the test tubes
have a barcode, then it is necessary to expand the barcode towards the slot in the
sample tripod.

3. In the software interface, specify the necessary testing methods for each
sample. Ifthe analyzer is connected to the LIS, then you need to press the "Start test”
button, the analyzer will feed the tripod to the sampling area, simultaneously scan
barcodes and receive a task from the LIS database.

During the testing process, the analyzer will inform the operator about the
status of the samples being performed, as well as display the completed test results.
After the analyzer finishes the testing procedure, a message will appear in the lower
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status bar. The procedure for calculating the displayed results is described in Chapter
2 of this manual. To interpret the results obtained, refer to the instructions of the
reagent kits (see paragraph 1.8 ofthis manual).

For the rules for performing repeated measurements, see paragraph 7.11 of
this manual.

7.1 Capacity for samples

The sample number is displayed here with different colors indicating
different types of samples. The border color indicates the test status of the sample
during analysis. The selected sample position in the sample container, the sample
position in the sample list will be selected accordingly, and the information about the
corresponding test will be displayed in the details list.

7.2 STAT sample

Solid color indicates whether there is a sample or not. When the position of
the sample in the container for STAT samples is selected, the corresponding
information in the list of samples will be selected, and information about the test
corresponding to the sample will be displayed in the list of information.

7.3 Sample list

It displays information input for a sample or QC (quality control),
information on the results of testing and QC measurement.

7.4 Information about the test

Information about the parameters of the selected test is displayed here. If
multiple tests are selected, information about the parameters of the last selected test
is displayed.

7.5 The input of the sample

Click the Sample Entry button to open the Sample Entry dialog box. See Pic.
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Pic. 7-2. Sample entry menu.

In this menu, you can specify the following information: position of the sample,
number of the sample, type of sample, type of tube, name, number of medical history,
gender, etc. Inthe "Tests" section, you can select the tests that will be performed for
the sample.

Sample stand: The number of the corresponding sample stand.

Sample position: Position (1-10) corresponding to the sample on the sample
stand. STAT items (1-3) correspond to the STAT tray.

Sample Number: Used to identify the sample.

Sample Type: Sample type, including ordinary samples and quality control
samples.

Type of tube: type of tube containing the sample, including a conventional tube
or cuvette.

Name: name of the patient.

Case history number: Patient history number.

Gender: Patient gender.

Date of birth: date of birth of the patient.

Age: age of the patient.

Patient Type: Patient Type, System Settings -> Data Dictionary -> Patient Type
Settings.

Section: System Settings -> Data Dictionary -> Section Settings.

Name of the hospital: System Settings -> Data Dictionary -> Hospital Settings.

Bed number: The bed number can only be set if the patient type is
“hospitalized”.
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Delivery time: time when the sample is sent for examination.

Test time: sample test time.

Customer: operator who provides a sample for testing.

Contractor: An operator who is testing a sample.

Validator: An operator that validates a sample.

Diagnosis: information about the diagnosis of the sample.

Remarks: Note to the sample.

Test Information: All tests provided by the system are displayed on the left.
Tests are displayed as a button. Tests that are ready to run are highlighted; tests that
are not ready are displayed in gray, and the reason why they cannot be performed
will be displayed when you hover over them. The name of the test profile is
displayed on the right in the form of a button. Click the button, and the tests
contained in the profile will be selected automatically; pressing again will cancel. If
the tests contained in the test profile cannot be completed, the tests will not be
selected.

7.5.1 Saving sample data

Click the “Save” button. If the sample data is set correctly, the settings will be
saved. The default number of analyzes is one. If any information about the sample is
set incorrectly, a window with a hint will appear, and the first error will be
highlighted.

7.5.2 Batch input
Click the Batch Input button to open the Batch Input dialog box. See Pic. 7-3.

Pic. 7-3. Batch input menu.
Select the start and end position of the samples, click the "OK" button. If the
start position of the sample is greater than the end position, a pop-up message will

appear; if no test sample is selected, a pop-up message will appear. When all settings
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are correct, enter the sample information between the starting position of the sample
and the ending position.

7.5.3 Number of analyzes
Click Number of Repetitions to open the setup dialog box. See Pic. 7-4.

Item Times DII.
PT 7

Cancel

Pic. 7-4. The "Number of analyzes" dialog box.

Click in the “Number of analyzes” field to edit the number of analyzes of the
corresponding test (1-10). Select the “Number of analyzes” field for all tests, then
the number of analyzes of all tests will be set the same.

Click “OK”, the system will close the “Number of analyzes” dialog box,
saving the number of analyzes, return to the current main menu and update the list of
samples and the list of tests. Click the “Cancel” button, the system will close the
“Number of analyzes” dialog box without changing the number of test analyzes.

Click the Editable dilution factor sheet; here you can set the appropriate
dilution factor for the tests, which is based on the dilution settings of the test
parameters. Click “OK” and the system closes the “Number of analyzes” dialog box,
returns to the current main interface and updates the list of samples and the list of
tests. Click the “Cancel” button, the system will close the settings dialog box, will
not change the quantity and return to the current main interface.

7.6 Report

To check the sample that has passed the measurement, click the "Report”
button. A successfully measured sample will be marked with the " V" icon and it will
not be possible to change or re-analyze it.
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7.7 Print

Click the Print button to open the Print dialog box. You can set the range and
print format. Click the OK button. If the print settings are correct, the system closes
the Print dialog box, prints the entry, and returns to the current main interface. Click
the Cancel button, and the system closes the Print dialog box, does not print the entry,
and returns to the current main interface.

7.8 Communication

Click the “Communication” button. If the current system was not connected
to the LIS server, a dialog box appears with an invitation.

You can set the communication range. When the connection is established,
click the "Start" button. If you selected the indicated records, but there is no sample
in the range of entering serial numbers that could be transferred, a dialog box will
appear with the prompt “There is no record in this range of serial numbers!” Click
OK, and the invitation dialog will be closed, and the Communication dialog will still
be displayed. If the selection and input is correct, the system will start
communication, transfer the recording (regardless of whether it was transferred or
not) from the outside, close the Communication dialog box and return to the current
main interface. Press the “Cancel” button, and the system will not make a connection,
and will close the Communication dialog box directly and return to the current main
interface.

7.9 Release of positions

Click the Release position button to open the Release position dialog box.

See Pic. 7-5.

You can select "Release selected position” or "Release all positions”. Click
"OK". If you select "Release selected position”, the sample in the selected position
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will be released (the sample state is not checked or completed); if you select
"Release All positions”, the system will release positions from all samples (the
sample state is not checked or completed), close the dialog box, and return to the
current main interface. Click the Cancel button and the system will close the "clear
positions™ dialog box and return to the current main interface.

7.10 Reaction curve

Click the “Reaction curve” button to view a graph of the reaction curve
corresponding to the selected test.

7.11. Repeated test

Samples for which the current testing has been completed are allowed to be
retested. To perform repeated testing, select the completed tripod in the tripod
unloading zone on the left side of the menu, and click the "Return tripod™ button.
After that, assign the methods necessary for execution (see the description of
Chapter 7). If you receive a result that raises doubts about the correctness and if you
suspect the influence of the result of interferences, when assigning a repeat
measurement, you should activate the HIL function to obtain the result by
performing a confirmation test.
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Chapter 8 Quality Control Setup

Press the Menu button -> Quality Control -> Quality Control Settings to enter
the quality control settings. See Pic. 8-1.
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Pic. 8-1. Quality control settings menu.

Test names are displayed on the left. Quality Control information and
information on the parameters corresponding to each test are displayed on the right.
If the quality control parameters are set for the selected test, they will be displayed in
the parameters; if parameters are not set, default values are displayed. The entire list
consists of 12 quality control material options.

Evaluation of control results is carried out using Westgard control rules. To this
end, in each analytical series, one measurement is carried out for each of 2 control
materials (with normal and pathological analyte content) or two measurements in the
same control material (if only one control material is used). In the process of
evaluating the results, Levi-Jennings charts are used for each of the control
materials.

81 Quality control materials
Click the QC button to open the QC dialog box. See Pic. 8-2.
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Pic. 8-2. Quality control materials window.

QC is the selected file from the quality control list. You can set QC control
material name, series, level and expiration date. Click the OK button. If all the
settings are correct, the system closes the QC dialog box, saves the settings for the
QC parameters and returns to the main menu. If any parameter is entered incorrectly,
a window with a hint will appear, and the first error will be highlighted. Click the
“Cancel” button, the system will close the quality control dialog box, and return to
the main menu.

8.2 Saving quality control settings

When all the parameters and information are set correctly, click OK. If all
settings are correct, the system will save the settings and update the current quality
control list. If any parameter is incorrect, the corresponding prompt window will
appear with the first error marked, and the settings will not be saved.

8.3 Charts X

The arithmetic mean value allows you to estimate the real value of the
studied parameter of the control sample. The target arithmetic mean of the studied
parameter is pre-certified and indicated in the passport of the control plasma for each
series of the set.

8.4. Quality control charts (Levy-Jennings charts)

Click the "Quality Control Charts" button on the toolbar or the "Menu"
button >Quality Control ->Quality Control Charts to enter the Quality control charts
menu. See Figure 8-3.
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Pic. 8-3. Menu of graphs of quality control.

On the left are options for quality controls and information about quality
control parameters, including the name of the test, the QC file, the level and
expiration date. Quality control graphs (Levy-Jennings graphs) are displayed on the
right. The kk table shows the number of KK points (N) and the calculation of
averages, SD (mean square deviation) and CV (%) (coefficient of variation) of
Levi—dennings maps, on which the measurement results of control materials are
applied daily or from series to series. Such graphs are constructed for each test and
for each level of control material.

8.5. Westgard Rules

The quality control settings allow you to set the Westgard rules for tracking
the statistical parameters of the results obtained, as well as identifying random or
systematic errors. The settings are represented by the following rules:

» R/4s are rejected when | control measurement in the group exceeds the

average +2s, and the other exceeds the average -2s;
* 4/1s are rejected when 4 consecutive control measurements exceed the same

mean +1s or the same mean -Is of the control limit;
- 10 x deviate when 10 consecutive control measurements fall on one side

of the mean.
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Chapter 9 Report

Press the “Report” shortcut button on the toolbar or the “Menu” -> “Report”
button to enter the “Report™ menu. See Pic. 9-1.

MVb>

pTWHTTW

Pic. 9-1. Report menu

In the interface you can enter / edit patient information, view and check test
results, print analysis reports and display archived data of all samples and STAT
samples.
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Chapter 10 Calibration

101 Calibration curve
Press the “Menu” -> “Calibration” -> “Calibration Curve” button to enter the

“Calibration Curve” menu. See Pic. 10-1.

Pic. 10-1. Calibration curve menu.

You can view the calibration information for the selected test, including some
calibration settings, calibration data, and a calibration curve. Press the “Print” button
to print the calibration data and the calibration curve of the parameter displayed on
the current interface.

102 Automatic calibration

Click Menu - > Calibration - > Automatic calibration to enter the automatic
calibration menu. See Pic. 10-2.
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Figure 10-2. Automatic calibration menu.

10.2.1 Calibration setup

Press the “Setup” button to enter the dilution factor and the standard material
value. See Pic. 10-3.
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Pic. 10-3. Figure for automatic calibration path setup.

You can choose a dilution mode and a group of dilution factors, enter the value
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of the standard of the substance. When the dilution mode is set to “Manual”, the
second field with a list of dilution factors will not appear. When the dilution mode is
set to “Automatic”, the parameters of the group of dilution factors can be selected
from the second drop-down list. The parameters of the group of dilution factors are
divided into a parameter (user-defined) and predefined dilution parameters from the
drop-down list. Select the diluent and calibrator from the corresponding lists, enter
the series number of the calibrator and its standard value. If you need to enter a
group of calibrators with already known parameters (which do not require automatic
dilution), the dilution mode is set to “Manual”. Then the values of each calibrator are
entered.

Click the OK button. If the data entry is correct, the system will save the
settings, close the installation dialog box and return to the current main interface. If
the input is invalid, a request window will appear.

When the calibration setup is completed, click the “Start Test” button, enter the
location of the sample in the calibration standard in the “Start” dialog box, and start
the calibration. Test status and results will be displayed in the data list on the
calibration interface. If there are several tests, the results of each test will be
displayed in a list.

Click the “Reaction curve” button to view the reaction curve of each control
point. When the test is completed, the calibration curve will be automatically drawn
in accordance with the selected calculation method.

Click the Save Curve button to save the current calibration curve and update
the calibration curve as confirmed.

Click the Print button to print the calibration data and the curve.

10.3 Manual calibration

Press the “Menu” -> “Calibration” -> “Manual Calibration” button to enter the
manual calibration setup menu. See Pic. 10-4.
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Pic. 10-4. Manual calibration menu.

After selecting an item, you can select parameters, enter calibration data and
select calculation methods. Click the Curve Display button. Ifthe calibration input is
valid, a calibration curve is displayed; otherwise, a pop-up message will appear.
Click the Save Curve button to save the calibration curve and update the Calibration
Curve interface as a valid calibration curve. Click the Print button to print the
calibration data and the curve.

104 Calibration History

Press the “Menu” -> “Calibration -> Calibration History” button to enter the

“Calibration History” menu. See Pic. 10-5.

Pic. 10-5. Calibration History Menu.
Different calibration histories can be viewed depending on the user's
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privileges. The administrator can view all calibration histories performed by the
administrator after the device leaves the factory; the user service engineer and higher

can view all calibration histories.
Click Print to print all entries in the calibration history list, but the calibration

data will not be printed.
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Chapter 11 Analytical characteristics

11.1 Coefficient of variation (reproducibility).

The coefficient of variation of the method depends on the set of reagents used.
For this information, refer to the operating instructions for the appropriate set of
reagents, including those specified in paragraph 1.7 of this manual.

11.2 Sensitivity (detection limit).

The sensitivity of the method depends on the set of reagents used. For this
information, refer to the operating instructions for the appropriate set of reagents,
including those specified in paragraph 1.7 of this manual.

11.3 Linearity (measuring range).

The linearity of the method depends on the set of reagents used. For this
information, refer to the operating instructions for the appropriate set of reagents,
including those specified in paragraph 1.7 of this manual.

11.4 Influence of interferents.

The measurement process in the presence of various interferents is specified
in clause 2.3. Also refer to the operating instructions for the corresponding set of
reagents, including those specified in clause 1.7 of this manual.

11.5 Limitation of the method.

Restrictions on the use of a medical device are determined by the biological
material in which the study is conducted. Human blood plasma stabilized with an
anticoagulant (sodium citrate) is used for analysis. Any other material is considered
unintended. Also, to clarify the restrictions, refer to the operating instructions for the
corresponding set of reagents, including those specified in paragraph 1.7 of this
manual.

11.6 Available reference materials.

Reference materials may be control plasmas for the appropriate methods of
analysis, including those specified in paragraph 1.7 of this manual.
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Chapter 12 System Setup
121 Additional functions

Press the button “Menu” -> *“System Setup” -> “Additional Functions” to enter
the setup menu of additional functions. See Pic. 11-1.

Figure 12-1. Menu for setting additional functions.

You can set the sample number input mode (including manual input and
automatic increase in quantity). For auto-magnification mode, you can also choose
whether to use the prefix for numbering or not; "After checking one record,
automatically go to the next record to be audited”; Re-checking; alarm; sample /
patient Information; time before turning on sleep mode; whether the halogen lamp
turns off during sleep mode, etc.

Click the "Save" button and the system will determine the correct settings. If
all settings are correct, the settings will be saved; if any parameter is incorrect, a
pop-up message will appear with the first marked error.

122 Printing

Press the “Menu” -> “System Settings” -> “Print” button to enter the print
settings menu. Pic. 12-2.
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Pic. 12-2. Print settings menu.

You can choose the default printer, report title, report format, reports, and
automatic printing (automatically enabling / disabling / printing after an audit), and

SO on.
Click the "Save"button. If all settings are correct, the print settings will be
saved; if any parameter is incorrect, a pop-up message will appear with the first error
marked, and the print settings will not be saved.
Click the "User Defined" button to open the custom print content settings
window. See Pic. 12-3.
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Pic. 12-3. A user-defined menu for printing content.
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You can set the print content, which fields will be printed in the header and
which will be printed on the footer, and adjust the printing order.
Click the “Print Preview” button to view a print preview.

123 User-defined test parameters

Click "Menu™ -> "System settings" -> "user-defined Parameters™ to open the
settings window for entering user parameters. See Pic. 12-4.

Pic. 12-4. A menu of user-defined options.
When there is no data in the list, only the “Add” button will be highlighted,
and the “Change” and “Delete” buttons will be grayed out.

Click the Add button to open the Add dialog box. See Pic. 12-5.
An
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Pic. 12-5. Menu for adding custom parameters.
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You can set the full name of the test parameter, the abbreviated name of the
parameter, result options, units, data format, reference value and range of reference
values.

Click the OK button. Ifall the settings are correct, the system closes the “Add”
dialog box, saves the user-set parameter values, returns to the current main interface
and updates the list of user-defined parameters. If any parameter is incorrect, a
request window will appear, and the first error will be highlighted. Click the “Cancel”
button and the system will close the “Add” dialog box. will not add a user parameter,
and will return to the current main interface.

Click the Modify button to open the Edit dialog box. See Pic. 12-6.
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Pic. 12-6. Menu for editing user parameters.

Information about the various parameters displayed in the Edit dialog box is
the setting of a specific parameter selected by the user. Ifthe parameter has not been
set, the default value that can be changed by the user will be displayed.

Click the OK button. If the settings of all parameters are correct, the system
closes the "Edit" dialog box, saves the parameter change and returns to the current
main interface. If any parameter setting is incorrect, a help window will appear with
the first error noted.

Click the “Cancel” button, and the system will close the “Edit” dialog box, will
not change the settings and return to the current main interface.

Click the “Delete” button and the corresponding dialog box will appear. Click
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“OK”, and the system will delete the parameter selected by the user, close the
invitation window, return to the current main interface and update the list of
parameters defined by the user. Click the “Cancel” button, and the system will not
perform the deletion and will close the invitation window and return to the current
main interface.

124 Profile setting
The user can program the formation of a group of one or more tests in a profile
based on a random sample for their joint execution.
Press the “Menu” -> “System Settings” -> “Profile Settings” button to enter
the profile settings interface. See Pic. 12-7.

Pic. 12-7. Profile setup menu.
You can add, edit and delete profiles. When there is no profile in the list, the
Add button is highlighted, and the Edit and Delete buttons are not available.

1241 Adding a profile
Click the Add: button to open the Add dialog box. See Pic. 12-8.
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Pic. 12-8. Profile add menu.

You can set the profile name and select the tests that should be contained in the
profile. Click the OK button. If all the settings are correct, the system closes the
“Add Profile” dialog box, saves the settings, returns to the current main interface and
updates the list of profiles. If any parameter is incorrect, a request window will
appear, and the first error will be highlighted. Click the “Cancel” button, and the
system will close the “Add” dialog box, will not add a profile, and will return to the
current main interface.

12.4.2 Editing a profile
Click the Edit button to open the Edit dialog box. See Pic. 12-9.
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Pic. 12-9. Profile edit menu.
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The information displayed in the "Edit" dialog box is the parameters specified
for the selected profile. You can change the profile name and run tests contained in
the profile. Click the OK button. If all settings are correct, the system closes the
"Edit" dialog box, changes the selected profile, returns to the current main interface
and updates the list of profiles. If any parameter is incorrect, a request window will
appear, and the first error will be highlighted. Click the “Cancel” button, and the
system will close the “Edit” dialog box, will not change the profile, and return to the
current main interface.

12.4.3 Deleting a profile
Click the Delete button to open the Delete dialog box. See Pic. 12-10.

Click “Yes” and the system will delete the selected profile, close the invitation
window, return to the current main interface and update the list of profiles. Click the
No button, and the system will not delete the selected profile and close the invitation
window and return to the current main interface.

125 Data dictionary
Press the Menu button -> System Setup -> Data Dictionary to enter the data
dictionary menu. See Pic. 12-12.
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Pic. 12-12. Data dictionary menu.
You can set the department, hospital area, patient type, gender, payment type,
sender, container type, clinical diagnosis and make notes, including name, quick

access code. If there is no content in the list, only the Add button is highlighted, and
the Edit and Delete buttons are grayed out.

1251 Adding a data dictionary
Select the appropriate data dictionary and click the Add button to open the

Add window. See Pic. 12-13.
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Pic. 12-13. Menu to add a data dictionary.

8b

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



Automatic coagulometer «Technology Solution 400». User manual

Enter a name, shortcut code, notes, and select "Set as default when entering a
sample.” Click the OK button. If all settings are correct, the system will complete the
addition, close the dialog box, return to the current main menu and update the list. If
any parameter is incorrect, a window will appear with the first error highlighted.
Click the #Cancel” button, and the system will close the “Add” dialog box, will not
complete the addition, and will return to the current main interface.

125.2 Editing the data dictionary
Select an entry from the list and click the "Edit" button to open the "Edit"
dialog box. See Pic. 12-14.
Edit
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Pic. 12-14. Menu for editing data dictionary.

You can change the code and notes, select "Set this default value when
entering the sample.” Click the OK button. If all settings are correct, the system will
perform editing, close the “Edit” dialog box, return to the current main interface and
update the list. If any parameter is set incorrectly, editing will not be performed, and
a pop-up window will appear with highlighting of the first error. Click the “Cancel”
button, and the system will close the “Edit” dialog box, will not perform editing, and
will return to the current main interface.

125.3 Deleting a data dictionary
The default value cannot be deleted, and only added content can be deleted.
Click the “Delete” button to open the “Request” window. See Pic. 11-15.
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Prompt

O Delete selected Info?

Pic. 12-15. The menu of the request to delete the data dictionary.

Click “Yes”, and the system will perform the deletion, close the “Request”
dialog box, return to the current main interface and update the list. Click the No
button, and the System will not perform the deletion, close the Request dialog box,
and return to the current main interface.

12.6 Communication settings

Press the Menu button -> System Setup -> Communication to enter the
Communication Setup Menu. See Pic. 12-16.

»MiE

Pic. 12-16. Communication setup menu.
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Configure LIS communications
Configuring the interface includes configuring the IP address and configuring the
LIS host port. Options in communication mode include “Communication Method”,
“Send Test”, “Real-Time Results”, “Waiting for Feedback”, “Communication
timeout ”and* Connect the workstation automatically at startup .

Setting up communication with the device

The device communicates with the computer via a network cable, and the IP
address of the corresponding network card is set to 192.168.1 by default. *.

Note: Ifthe LIS function and communication with the device via the network
port are selected at the same time, the LIS server URL should not be a network
segment 192.168.1.  Otherwise, it will conflict with the IP address of the device.

12.6.1 Saving the connection settings

Click the "Save"button. If all settings are correct, the communication settings
will be saved. If any parameter is incorrect, a window with a hint will appear, and
the first error will be highlighted, and the settings will not be saved.

12.6.2 Connection

Click the “Connection” button to automatically connect to the LIS server.
When the connection is successful, the LIS connection icon in the status bar will be
updated; when the connection fails, the LIS connection failure will be displayed in

the device / status testing area.

12.6.3 Disconnection
Click the “Disconnect” button to automatically disconnect the connection to
the LIS server. When the disconnection is successful, the LIS connection icon in the
status bar will be updated, and the LIS connection failure will be displayed in the

tool / status testing area.

127 User management
Press the Menu button -> System Setup -> User Management to enter the

user. Control menu see Pic. 11-17.
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Pic. 12-17. User management menu.
The user management interface provides various functions depending on user
rights. Ordinary users do not have the “Add”, “Edit” or “Delete” function, and only a
specific user who logs in to the system has the “Change password” function.
Administrator and above have functions for adding, editing, deleting and changing a

password.
12.7.1 Adding a user
Click the Add button to open the Add dialog box. See Pic. 12-18.
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Pic. 12-18. Add user menu.

You can specify a username, password, access level, whether to open an audit
privilege, comments, etc. After setting, click OK. If all the settings are correct, the
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system will close the dialog box, add the user, return to the current main interface,
and update the list. If any parameter is incorrect, a dialog box appears with a prompt
in which the first error will be highlighted and the user will not be added. Click the
“Cancel” button, and the system closes the “Add” dialog box, does not add the user,
and returns to the current main menu.

12.7.2 Editing user parameters

Click the Edit button to open the Edit dialog box. See Pic. 12-19.

Uber Whnw

OK

Pic. 12-19. User edit menu.

You can change the username, name, access level and notes. After making the
changes, click OK. If all the settings are correct, the system will close the “Edit”
dialog box, save the edited information, return to the current main interface and
update the list. If any parameter is incorrect, a dialog box with a hint will be
displayed, while the first error will be highlighted and no changes will be made.
Click the “Cancel” button, and the system closes the “Edit” dialog box, does not
save the edited information and returns to the current main menu.

12.7.3 Deleting a user
Click the Delete button to open the User Removal Request dialog box. See

Pic. 12-20.
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LArompt

Click “Yes” and the system will delete the user, close the “Request” dialog
box. return to the current main menu and update the list of users. Click “No” and the
system will not delete the user, close the “Request” dialog box and return to the
current main menu.

12.7.4 Change of the password
Click the Change Password button to open the Change Password dialog box.
See Pic. 11-21.
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Pic. 12-21. Password change menu.

Enter the parameters and click OK. If all the settings are correct, the system
will close the “Change Password” dialog box, change the password, return to the
current main menu and update the list of users. If any parameter is incorrect, a dialog
box will appear with a prompt to be displayed, the first error will be highlighted and
the password will not be changed.

Click the “Cancel” button, and the system will close the “Change Password”
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dialog box, will not change the password, and return to the current main menu. After
changing the password, it will not be valid until you log in the next time.

118 Information about the laboratory

Press the Menu button -> System Setup -> Laboratory Information to enter
the laboratory information settings menu. See Pic. 12-22.

Pic. 12-22. Laboratory information menu.

You can set the name of the institution, the name of the laboratory, person in
charge, contacts, zip code, service contact, customer service contacts, comments,
device model, device serial number and installation date. After setting the
information parameters, click the "Save" button. If all parameters are set correctly,
the parameters of the laboratory information will be saved. If any parameter is set
incorrectly, a request window will appear, and the first error will be highlighted.

129 Testing method
Only a customer support engineer or higher has the Test Method feature.

Press the Menu button -> System Setup -> Test Met. to enter the test method settings
menu. See Pic. 12-23.
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Pic. 12-23. Test method menu.

The main functions provided on the interface include “Add”, “Delete” and
“Change” the main parameters of the testing methods.

1291 Saving
Choose a testing method. If parameters have been specified for the test method,
the parameter set will be displayed on the right, otherwise the default value will be
displayed. You can change settings. After you have made the settings, click Save. If
all settings are correct, the settings will be saved; Otherwise, a prompt window
appears with the first highlighted error and the settings are not saved.

12.9.2 Add a testing method
Click the Add button to open the Add Test Method dialog box. See Figure
12-24.
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Pic. 12-24. Menu for adding a test method.

Enter the test method, Select a classification (coagulation, chromogenic or
immunological methods) and click OK. The system will add a test method, close the
"Add" dialog box, return to the current main interface and update the interface. Click
the Cancel button, and the verification method will not be added, and the Add dialog

box will be closed.
129.3 Deleting a test method
Select the verification method on the left and click the "Delete" button to

open the "Request to delete the method"” window. See Pic. 11-25.

Prompt
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Pic. 12-25. Test Method removal request window
Click “OK”, and the system will delete the test method, close the request
window, return to the current main interface and update the interface. Click the

“Cancel” button, and the system will not delete the test method and will close the
invitation window and return to the current main interface.

94

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



Automatic coagulometer «Technology Solution 400». User manual

Chapter 13 Service

131 Maintenance
Click the "Maintenance"” button on the toolbar or the "Menu" -> Service ->
Maintenance button to enter the system maintenance menu. See Pic. 13-1.

Pic. 13-1. System maintenance menu.

You can perform the following operations (by clicking on the corresponding
button): Rinse the sample probe, Rinse the reagent probe I, Rinse the reagent probe
2, reload the sample probe, reload the reagent probe 1, reboot the reagent probe 2,
reboot the capture unit, reboot the reagent disk, reboot the disk STAT samples,
mechanical reboot of the device and reboot of the system.

131.1 Rinse the sample probe
Press the “Rinse sample probe” button to perform the flushing operation of
the sample probe.
13.1.2 Rinse the reagent probe
Press the “Rinse reagent probe” button to perform the flush operation of the

reagent probe.

13.1.3 Fluid circuit perfusion
To fill the liquid circuit, it is necessary that the flushing liquid bottles are in
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the reagent compartment, as well as in the compartment for flushing the sample
probe. Click on the “Maintenance” tab, in the menu that opens, click on the “Fluid
circuit perfusion” button. Check if there is enough water in the distilled water tank.
If there is not enough water, the system will ask you to “add enough distilled water
to the tank before filling the liquid circuit.” If there is enough water in the tank, then
the liquid circuit will be filled.

1314 Empty fluid circuit

Click the "Restart SampleProbe" button to restart the sample probe, a
progress bar window will appear. When the rebootis finished,the progress bar
window will be automatically closed.

13.1.5. Reloading the reagent 1/2 probe

Press the button "Restart Reagent probe 1/2" to restart the reagent probe, the
progress indicator window will appear. When the reboot is finished, the progress bar
window will be automatically closed.

13.1.6. Reloading the capture unit

Click the "ReloadCapture Block" button to reload the capture block, a
progress bar window will appear. When the rebootis finished,the progress bar
window will be automatically closed.

13.1.7. Reloading the reagent disk

Click the "Reload Reagent Tray" button to reload the reagent tray, a progress
bar window will appear. When the reboot is finished, the progress bar window will
be automatically closed.

13.1.8. Restarting the STAT-trial disk

Click the "Restart STAT Disk™ button to reboot the STAT disk, and a progress
bar window will appear. When the reboot is finished, the progress bar window will
be automatically closed.

13.1.9. Mepe3arpy3ka MeXaHNYECKOI YacTy npmbopa

HaxXmute KHOMKY «[Mepesarpy3ka MexaHW4ecKOoi 4acTu npubopa», 4ToObI

BbIMOMHWUTL Mepe3arpy3ky MexaHW4eckol uYacTv npubopa, W MOSBUTCA OKHO
MHAMKaTopa BbINoNHeHUsA. Korga nepesarpyska Oy[eT 3aKOHYeHa, OKHO MHAMKATopa
BbIMO/HEHNS By [EeT aBTOMATUYECKW 3aKPbITO.

13.1.10. Full restart of the analyzer
Click the "Full Restart of the Analyzer" button to restart the entire analyzer, a

progress indicator window will appear. When the reboot is finished, the progress bar
window will be automatically closed.

96

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Automatic coagulometer «Technology Solution 400». User manual

13.2 Data Maintenance
Click the “Menu” button -> Service -> Data Maintenance to enter the Data

Maintenance interface. See Pic. 12-2.

Pic. 12-2 Picture of Data Maintenance Interface

The functions provided on the interface include: Backup and History of
Regular Sample Data, Backup and Recovery of Database, Backup and Recovery of
Configuration Parameters, clearing of Historic Data, QC Data, Log and All Data, and
export of Regular Sample Data, QC Sample Data, Log, Calibration Sample
Information, Status Information, and Commissioning Information.

133 Log
Click the “Menu” button -> Service -> Log to enter the Log interface. See Pic.

12-5.

Pic. 13-5 Picture of Log Information interface
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The type of the log is displayed on the left and the corresponding content of
the log is displayed on the right. Different types of log are displayed depending on
the user’s privilege. “Failure Information” is visible to the administrator and above
only. “Sequence Run” is visible to the user service engineer and above only. In the
same type of log, the users at a high level can view the logs of the users at a lower
level, but the users at a low level cannot view the logs of the users at a higher level.
The logs are displayed in the descending order of time/date. You can search all logs
or the logs in the specified range of dates. Click the “Refresh” button. If there are
logs, the logs will be displayed in the list; if there is not any log, the list will be

empty.

13.4 Engineering Maintenance

Only the user service engineer and above have this function. Click the “Menu’
button -> Service -> Engineering Maintenance to enter the Engineering Maintenance
interface. See Pic. 12-6.

KaMW IW HWIh— 1" Tl ety

Hu- 4

ieeiiF*»m jiie*

Pic. 13-6 Picture of Engineering Maintenance Software Interface
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Chapter 14 Instrument Maintenance

14.1, Maintenance of the device performed by the user

Regular maintenance includes daily and monthly manipulations related to
the cleaning of sample probes and reagents, mechanical guides, as well as the
flushing of the system.
Attention:

All manipulations related to the cleaning of sample probes and reagents,
mechanical guides should be carried out only when the device is switched off!

14.1.1. The procedure for daily maintenance
Before starting work on the device, clean the liquid system
Before starting work, perform the "Long-term flushing” procedure. At the
same time, it is necessary to make sure that the container for distilled water is
filled, open vials with washing liquid are installed in the reagent tray.
After finishing work on the device
Make sure that the bottle with the washing liquid is open, the container for
distilled water is filled, then perform the "Long-term washing” procedure.
» Tum off the power to the appliance.
*» Empty the container with the used measuring cuvettes.
« Close the reagent bottles and put them in the refrigerator.
» Empty the waste liquid container.
» Fill the distilled water tank.
» Wipe the sample/reagent probes with an alcohol-free lint-free cloth.
+ Wipe the working surfaces of the appliance.
Alcohol characteristics:
Active ingredient: Ethanol;
Volume fraction of ethyl alcohol, % not less than 70
Warning:
(1) The tip of the sample/reagents probe is sharp. Be careful when cleaning to
prevent skin damage.
(2} Always wear protective gloves when cleaning the probe
(3) After the cleaning procedure, wash your hands with disinfectant, as there Is a
risk of infection.
(4) Dispose of waste and liguids in accordance with SanPiN 2.1.3684-21 "Sanitary
and epidemiological requirements for the maintenance of urban and rural

99

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



Automatic coagulometer «Technology Solution 400». User manual

settlements, water bodies, drinking water and drinking water supply, atmospheric
air, soils, residential premises, operation of industrial, public premises,

organization and conduct ofsanitary and anti-epidem ic (preventive) events"”

14.1.2. Procedure for monthly maintenance

To clean the distilled water containers and waste containers, rinse the inner
walls of the containers with a 20% alcohol solution, then rinse the containers with
distilled water.

14.1.3. Maintenance when the analyzer is idle

The downtime of the analyzer is considered to be the absence of any of its
activities (sample analysis, calibration, etc.) for more than 7 days. After this period,
it IS necessary to turn on the analyzer and perform the "Long-term flushing”
procedure. At the same time, it is necessary to make sure that the distilled water tank
is filled, and open vials with washing liquid are installed in the reagent stand and in
the washing zone of the sample probe. In case of further continuation of downtime, it
IS necessary to carry out the above procedure every 7 days.

Violation of the frequency of work on washing the analyzer when it is idle can
lead to the failure of a number of nodes and systems. Hemostasis analyzers are
sensitive to prolonged shutdowns and interruptions in operation.

The operation "Long-term flushing" is described in paragraph (12.1.5) of this
manual.

14.2, Maintenance of the device carried out by a specialist

This model of the device needs to be serviced every 6 months. Certified
specialists who have been trained at the manufacturer's factory and have a valid
certificate of admission to this model of the device have access to this type of
maintenance.
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Chapter 15 System malfunctions and their elimination

This chapter describes common cases and troubleshooting. If the problem
persists in accordance with the recommendations in this chapter or for more
information, contact Customer Service.

Failure Solutions
The analyzer cannot be started. Check whether the plug is loose.
Check the fuse.
Check the voltage.
The lamp in the test area does not light Check the power supply before replacing the lamp.
up. If the computer and instrument can be started normally, replac:
the lamp.
Programs cannot be downloaded. Turn off the machine, and restart it 10 seconds later.
The printer cannot be started. Check whether the plug is loose.
Check the “ON/OFF” button.
Check the fuse.
The printer cannot print. Check whether the connection is normal.

Check whether the connection is normal. | Check whether the cleanser bottle is closed properly.
Check whether the pressure pump operates normally.
Check the infusion tube.

The liquid in the cleaning pool overflows. | Check whether the gravity valve block is blocked.

Check whether the tube is leaking.

The test position has no reading. Check whether the lamp is lit up in the test area.

Check whether there is signal output from the pre-operational
amplifier board.

Check whether the settings of the light path parameters are
reasonable.

The AD value of the signal is too high, Check whether the settings of the light path parameters
are reasonable.

Check whether there is any object put in the test area.
Check whether the aspirating needle is blocked.

The repeatability of results is poor. contaminated test cuvette is used.

The volume of the reaction liquid is less than 150pul.
Check whether the reagent is adequate.

Check whether the sample is adequate.

Replace the lamp.

The signal cable is in poor contact.

and saturation occurs.
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The suction volume of the sample probe
IS not constant.

The QC is not in the range of target
values.

The sample is contaminated.

The incubation chamber is not hot.
Liquid seeps under the analyzer

W arning:

The reaction liquid has been contaminated.

Check whether the reagent has expired or deposited.
Check whether the hole in the test area has been
contaminated and whether there is any waste liquid or
waste residue.

Check whether the aspirating needle is blocked.

The tube may need to be replaced.

Check the shelf life of the QC liquid and that the QC liquid is
contaminated.

Check the item setup to see whether the parameters need to be
modified.

Conduct a retest with another method.

Check the incubation temperature. Conduct a retest with a ne\®
reagent or QC.

The sample probe is not connected properly, which causes
leakage.

Properly clean the probe or replace the probe.

Clean the rinse tank.

Check that there is no residual liquid on the probe.

Check whether the cleaning solution is new and is not
contaminated.

Select double rinse when setting the items.

The sample cup is dirty. Replace with a new one.

Check the temperature setting and adjust it to 37 °C.

The waste liquid discharge tube has not been inserted in the
waste liquid container.

The waste liquid tank is full.

The rinse tank is blocked.

(1) In the event of a device failure, contact your dealer immediately for

technicalsupport!

(2) Only specialists certified by the manufacturer may be allowed to repair

the analyzer. To replace parts, contactyour dealer.

(3) When the analyzer hasfailed due to repair or is intended to he disposed

of, clean thefluid system, clean and sterilize the analyzer, and remove any residual
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fluid on different parts of the instrument with a dry cloth so that the instrument is
dry. Securely fasten moving parts such as a sampling probe, a ditch capture unit,
erc.

(4) When the device needs to be packaged for transportation, the
transportation conditions should be as follows: temperature -20 ~C ~ 55 °C,
relative humidity < 85%, atmospheric pressure 80 kPa ~ 106 kPa. During
transportation, pay attention to the markings “Up”, “Fragile”, “Rain Prevention”
and “Layer restriction” on the packaging. Transportation must comply with the
requirements.

(5) When repacking and transporting the device, take care to protect the
front panel, sampling probe, cell capture unit, etc. as well as fluid system fittings
on the rear panel from external force or contact with other objects or damage.
During transport, the analyzer should remain upright and should not be tilted or
placed on lts side. Try to avoid vibration during operation. After service or repair,
check it before use.
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Appendix 1. Names and contents of toxic/hazardous

substances or elements

1 Names and contents of toxic/hazardous substances or elements

Component Toxic/Hazardous Substance or Elements
Lead Mercur Cadmium  Hexavalent  Polybromi  Polybrom:
(Pb) y (Cd) Chromium .nated ted Diphei
(Hg) (Cr(VI)) Biphenyls Ethers
(PBB) (PBDE)
Built-in X 0 0 0 0 0
circuit board
Shell X 0 0 X 0 0
Display X 0 0 0 0 o
Photoelectric X 0 0 0 0 o
components
Internal 0 0 0 0 o 0
electronic
wire
Accessories X 0 o 0 0 0

O: Indicates the content of the toxic/hazardous substance in all homogeneous materials of the
component is below the limit specified in the SJ/TI 1363 standard.

X: Indicates the content of the toxic/hazardous substance in at least one homogeneous material
of the component exceeds the limit specified in the SJ/T11363 standard.

2. Environmental protection use period mark

J

Meaning of the mark: The electronic information product contains certain
toxic/hazardous substances, with the environmental protection use period of 20

years.
You can use it within this period. When this period expires, the product

should enter therecycling system..
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Chapter 16. Packaging, storage, transportation

The device is packed in a plywood box, which ensures the safety of the
medical device from climatic and mechanical influences during transportation.

Inside the box, the device is surrounded on all sides by foam polymer gaskets.
Also, the foam polymer gasket should be located inside the analyzer, protecting the
compartments for reagents and samples, as well as the sample intake units and the
cuvette capture unit. The belts of the mechanisms for moving the intake blocks and
the cuvette gripping unit must be tightened with polymer clamps that exclude
accidental movement of the nodes.

It is necessary to store the product in dry rooms at a temperature of

from-20 ° Cto+55 ° C and relative humidity <85%

Keep away from moisture.

Avoid heating ot storing under direct sunlight.

The research room must have an operating temperature from + 10 ° C to
+30 ° C and a relative humidity of < 70 %

If the appliance has cooled down during transportation, please wait until it
heats up to room temperature before turning it on.

When storing the product, it must be packed in the packaging container of the
supplier (manufacturer).

It is allowed to transport all types of vehicles in covered vehicles in accordance
with the rules of transportation applicable to this type of transport at temperatures
from -20 ° C to + 55 © C and relative humidity up to 85%.

The device must be transported only in the packaging of the supplier
(manufacturer),

it is allowed to transport the product in an additional transport container of the
transport company.

The method of laying transport containers with products should exclude the
possibility of their movement.
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Chapter 17. Manufacturer”™ warranty

The service life of the device is 5 years.

An authorized representative in the Russian Federation, Laboratory
Solutions LLC, provides a warranty period of operation of the device for 18 months
from the date of its commissioning, subject to compliance with the operating rules
given in this manual.

The operator must use the device in accordance with this operating manual.

For proper use of the device during commissioning, our representative will
conduct training on working on the device.

If there is a malfunction in the device, contact the qualified specialists of
our company's representative office in the Russian Federation.

To maintain the warranty on the device, it is necessary to use reagent kits,
cuvettes and a washing solution recommended by an authorized representative in the
Russian Federation of Laboratory Solutions LLC during the entire warranty period.

Additionally, we draw the attention of the user of the device that the
possibility of using medical equipment from one manufacturer together with
accessories from another manufacturer is determined by an authorized representative
in the Russian Federation of Laboratory Solutions LLC.

In case of violation of the above conditions, the authorized representative in
the Russian Federation of Laboratory Solutions LLC disclaims any responsibility for
the quality of the results and for the operability of the device, and also has the right
to refuse to replace a failed device or any part of it under warranty.

Routine maintenance and maintenance should be carried out during the
periods specified in this manual by specialists who have a valid certificate of
admission for this model of the device.

The certificate of admission can be issued by an authorized representative in
the Russian Federation of Laboratory Solutions LLC, after training on the basis of
the head office, service department.

If a malfunction occurs due to improper operation of the device, as well as
non-compliance with the above conditions, the warranty is terminated.
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YTBEPXAOAKO

ABTOMaTUYECKNI KOarysioMeTp
«Technology Solution 400»

Bepcusi: 2.0. OOLLIECTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbIO «J1abopaToOpHbIE PELLEHNS.
656037, Poccus, . bapHayn, np. KamwHuHa, 116/10, ogwmc 108, T. 8-800-551-61-71,
www.labsolution.ru. www.na6-DeLueHne.pds. e-mail: sales@lab-solution.ru.
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ABTOMaTuyeckmii koarynometp «Technology Solution 400». PykoBOACTBO MO 3KCM/yaTaumn
Kak nosib30BaThCH JaHHbIM PYKOBOACTBOM

Bnarogapum Bac 3a To, uto Bbl CTanu o06nagaTeneM aBTOMATMYECKOrO KoarynoMeTpa
«Technology Solution 400»! IMpexge, YeM NPUCTYNUTL K 3KCMNJyaTaumMmn npuoopa, noxanymncra,
BHMMATE/IbHO MPOYUTAATE MHCTPYKLMIO.

[N [OCTMXKEHMSt ONTUMaNIbHOTO pesynbTaTa HeoOXOAMMO XOPOLUO O3HAaKOMUTLCS C
MPUHLMNOM paboTbl 060PY0BaHMA MPEX[E, YeM NPUCTYNaTb K KIMHUYECKUM UCCNEA0BaHUAM.

B faHHOW MHCTpyKUuMM GyayT NpeAcTaBieHbl CBEAEHWSI 06 WHCTaNNAUMK, eXegHEBHOro
MCMNO/Mb30BaHMSA, 0BCNYXMBAHUSA M NPOYMX acrekTax paboTbl C aBTOMATUYECKMM KOoary/ioMeTpoM

«Technology Solution 400.

Pasnnumsa B PYHKLMAX 3aBUCAT OT BepcuM KoHpurypauum mogenn. CoxpaHsiiTe Bce
YMNaKoBOYHbIE MATEPUAsIbl - OHU HYXHbI N4 XpaHeHWs, TPaHCNOPTUPOBKM.

Mo BCEM TexXHUYeCKUM BoMpocam mnpocbba obpawiatbCs K ABTOPU30BAHHOMY
npeactasuTento B PO OO0 «J/TabopaTopHble pPeLLeHNs».

Mpeaynpe>kgeHue: B cnyyae, ecnibl Bbl UTHOpPMpYyeTe 3TU Mepbl NMPefoCcTOPO>XKHOCTM
npu pa6oTe ¢ NpuGOPOM, 3TO MO>KET MPMBECTU K UCKA>KeHUI0 pe3y/ibTaTOB aHanusa,

NoBpe>KAeHnto AeTaseil aHannsaTopa 1 ga>ke BOZHMKHOBEHMWIO YIPO3bl 3[J0P0BbI0 OMnepaTopa.

Mepbl NPefoCTOPO>XKHOCT U:

MpumedaHue: NMpubop Mcnofb3yeTca A8 KAWHUYECKUX uccnefoBaHuii. KnnHuuyeckuii
AMarHo3, OCHOBAHHbIM Ha pe3ynbTaTax aHanusa, Ao/i>KeH 6blTb OCYLECTB/EH BpayoMm B

COOTBETCTBUU C KIIMHNYECKUMWU CUMNTOMaMN N PALOM APYTUX pe3yibTaToB.¥

YBefom/eHne
Mnntoctpaumm, cofepXalimecs B HaCcTOALLEM PYKOBOACTBE, NpuUBEAeHbI B KayecTse

MPUMEPOB, OHW MOTYT He COOTBETCTBOBATb M3AEMNI0 B PEasIbHOM MCMONHEHWN. NMoCTpaLmmn He
npefHa3HayYeHbl Ans WCMOMb30BaHUS B APYrux Lensx. Be3 nucbMmeHHoro paspelleHuss OO0
«JlabopaTopHble peLLleHns» 3amnpeLlaeTcss BOCMpPOM3BeAeHMe (pPacnpoCTpaHeHWE), W3MEHeHMe
HaCTOSILLIEr0 PyKOBO/CTBA.

Mpoun3BoanTeNb HECET OTBETCTBEHHOCTb 3a GE30MAaCHOCTb, HAEXXHOCTb W CTabW/IbHOCTb
paboThbl M3AENSA TONLKO MPY YCI0BUM COOMIOAEHNS HUXKEMNEPEUNCNEHHBIX TPEOOBAHWIA:

e COOPKY, MOBTOPHYHK HanadKy, [AOPaboTKy M PEMOHT A0/MKHbI OCYLLECTBASTL MLa,
MetoLLVe ECTBYHOLLMIA CepTUCMKAT JOMNYyCKa 3aBO/la M3rOTOBUTESS;

e 3KcnnyaTauus u3aenms [Oo/KHA OCYLIECTBNSTLCA B COOTBETCTBUM C  HACTOALLMM
PYKOBO/CTBOM,;

e BCE 3/1EKTPUYECKME YCTPOICTBA, WCMOMb3yeMble COBMECTHO C MPUOOPOM [OMKHbI

COOTBETCTBOBATb TPE6OBAHMAM MeXAYHapOAHbIX CTaHAAPTOB.
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Asromatnueckuii moarynouetp «Technology Solution 400». PykosoacTeo no IxCAyaraums

Ilpnmeuanne
K pa6ote ¢ npuGopoM AOMYCKAIOTCA CHELMANKCTE! B 06/1acTH 1abopaTOpHOH AHarHOCTHKH:

saseaytowme naGoparopusamu, epauu KJIJI, epaum-naGopantsl, Meauumuckhe naGoparopHbie

TeXHUKK {(penbatuep-nabopanT), nabopaHTsl, MEAMHMHCKHE TEXHONOTH.

Buumanue
¢ Ecau nons30BaTENL HE MOXET OGECTICYWTh Haexallylo IKCIUTyaTatMio/obcayxusanue,
nprGOp MOXKET BHIATH W3 CTPOS W AAKE NPEACTABIATH YIPpo3y 3X0POBLIO NMOMLIOBATEN.
e Cnegyer ofecneuuTh SKciulyaTaumio npubopa B yCNOBMAX, YKA3aHHHX B JaHHOM
pyxosoacTee. B nporusHoM cayuae Bo3MOXHBI cGoM B paGore npubopa, HCKAXKEHHE PE3YILTATOB
aHanu3a, NoBpexXACHHE JAeTaneit aHANH3ATOPA H TPaBMbI

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



ABTOMaTU4eCKmnii koarynomeTtp «Technology Solution 400», PykoBogCTBO MO aKcnyaTauum

CMMBO/bI Ha YNaKoBKe

OrpaHnyeHve Temnepatypbl

TpaHCnopTHasA ynakoBKa A0MKHA COAEPXaTbCs B paMKax

[iaHHOr0 TEMMEePaTYpPHOro pexmma.

Xpyrkoe, 06paLLaTbCs OCTOPOXKHO. MeAMLMHCKOe M3Lene MOXeT
ObITb CNOMAHO WM NOBPEXAEHO, EC/IN C HAM He 06paLLaTbCs
OCTOPOXXHO

Bepx

TpaHcnopTHas ynakoBKa J0/MKHa HAXOAUTLCS YKa3aHHOM
CTOPOHOIA BBEPX

bepeub OT Bnaru

yl/
AN He [OornycKarb BO3,£I,€VICTBI/IFI COJ/IHEYHOI' O CBETa.

He kaTutb

CrMBO/IbI HA MapPKMPOBKE:

CepwiiHbIAi Homep

SK

Jata n3rotoeneHms
M3rotoButesnb

MeguumHcKoe usaenme ans amarHOCTUKK in vitro
C€ CoO0TBETCTBME U3AENMSA OCHOBHBLIM TpeboBaHUAM AMpeKTUB EBpoCoto3a

YNakoBOYHbI MaTepuan W3roToB/eH W3 BTOPCbIPbA WM MOXET
6bITb OTNPaBEH Ha BTOPUYHYO 06paboTKy.
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MakeTbl MapKMPOBKM aBTOMaTU4YecKoro koarynometpa «Technology Solution 400»

TECHNOLOGY
SOLUTION 400
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ABTOMaTUYecknin koarynometp «Technology Solution 400». PyKOBOACTBO MO 3KCn/yaTaumm

BHMMaHMe: HanonHsATb eMKOCTb
AN KIOBET He Bblle KPacHOW NnHunn!

A NPEAYNPEXAEHUE
A5t Y
HE TPOTAWTE
OBVKYLMECH YACTHU

/ \ BHumaHwue:
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ABTOMETHYECKUH KDAIYNIOMETD «Technology Solution 400». Pyxo803CTBO N0 IKCIUTYATALKA

MaxeThi MAPKHPOBKH HA YNAKOBKY
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ABTOMaTUYecknin koarynometp «Technology Solution 400». PyKoBOACTBO MO 3KCnyaTaumm

D

Product: AUTOMATED COAGULATIONANALYZER

[sin

Mepbl NPeAOCTOPOXHOCTM U PeKOMeHAaLMM No obecrieyeHmto 6e30MacHOCTM

Tonbko /19 AMArHOCTMKM  in  vitro. BHMMaTenbHO —MpouuTaiTe  crefytollee
npeaynpeXxaeHne nepes Ucrosb3oBaHeM M CTPOro CoboaiTe ero.

BHuMaHwWe! Mepen skcnnyaTaumen npnbopa HeobXoAMMO BHUMATE/TbHO 03HAKOMUTLCS
C NpaBuiaMn TEXHUKN 6E30MacHOCTU U HEYKOCHUTE/NBbHO cob/ogaThb UX.$

e Ecnm npubop ucrycKaeT 3amnax rapyu Win AbIM, HeMe[/IeHHO OTK/IUUTE WUCTOYHUK
MUTaHUA W BblHbTE BW/KY NUTaHUA U3 PO3ETKU. ECAM NpOLO/MKUTENIbHOE BPemMs WUCMONbL30BaTb
nproop B TaKOM COCTOSIHWM, BO3HWKAET PUCK BO3rOpaHuns, NOPaXKeHWs 3N1EKTPUYECKM TOKOM Uin
nosyyeHns TpaBmbl. O6paTuTech K ABTOPM30BaHHOMY NpeacTaBuTeNto B PO,

» Cnepgute 3a Tem, YTOObl He MPO/MTL Ha MPUOOP KPOBb WM peareHTbl Y He YPOHWUTL B
npuoop CKOOKN WK CKPenkn Ang bymar. 3T0 MOXET Bbi3BaTb KOPOTKOE 3amblkaHve. Ecin 3To
MPOV30MAET, HEMEA/IEHHO OTK/IOUMTE UCTOYHWK MUTAHUSA U BbIHbTE BUSIKY MUTAHUA U3 PO3ETKM.
3aTtem obpatuTech K ABTOPU30BaHHOMY MpeAcTaBuTeNto B PO.

* He npukacatecb K 3/1EKTPUYECKUM CXemaM BHYTpU npubopa, 0COBEHHO MOKPbLIMU
pyKamu, CYLLECTBYET PUCK MOPAXKEHUSA 3NIEKTPUYECKNM TOKOM.

* icnonb3yiiTe pe3viHOBbIE MepyaTKy U yKa3aHHble MHCTPYMEHTbI, JeTa/I U KOMIMOHEHTbI
npy  oBCny>KMBaHUM W OCMOTpe npubopa. [Mocne 3aBeplueHUs paboTbl, BbIMOWTE PyKM
[e3VHULMPYIOLWMM CPEACTBOM.

» bByfbTe OCTOPOXHbI Mpu paboTe ¢ npobamn. O6s3aTeNbHO WCMOL3YNTE flaTeKCHbIE
CMOTPOBbIE MepyaTKu; B MPOTUBHOM C/lyYae BO3MOXHO 3apaxkeHue. Ecnv npoba nonager B rnasa
WM MOpPe3 Ha KOXe, TMPOMOWTE MECTO KOHTakTa 60/blUMM  KOMMYECTBOM  BOAbl WU
He3ameIMTe/IbHO 06paTUTECh K Bpauy.

* He npukacaiTecb K BHYTPEHHVWM 4acTaAM, KOrga npuoop paboTaeT, B OCOOGEHHOCTM K
[BVXKYLLMMCA YacTaM, He COO/OLEHNE 3TOT0 MOXKET NPUBECTU K TPaBME.

Nioboe KonmMyecTBO 00pasua, MaTepuasia KOHTPOSS  KayecTBa,  KaMOpPOBOYHOIO
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Astomaraueckhit soarynometp « Technology Solution 400». PyxoBoactso o sxciutyaraunn

MartepHana ¥ T.2. Ha 30HAe AnA oT6opa Npob UMEET NOTEHUHANBLHYIO OHONOrHYECKYIO ONACHOCTS.
[ToaTomy He npukacadiTech K 30HAY Ana oT6opa npob.

Henonn3oBanne H YTRAH3IAUHA PEAreHToB

» B cayyae KOHTaKTa peaKTHBa, COACPXKAIIErD MIasMy, C KOXei uau oaexKAo#, npoMoiTe
GonbuIrM KOTHYECTBOM YHCTOH BOALI, YTOOBI NPEAOTBPATHTD 3apaXKeHHeE.

¢ [lpu nonananun peareHTa B rHasa TUIATENLHO NpoMoiTe X BOAOH M HE3aMEANHTENbHO
ofparureck K Bpayy.

¢ B cayuae cny4aifHOro NMpornaTbiBAHHA PEATCHTa BLI3OBMTE PBOTY, BHINMB 00MAbHOE
KOJHYECTBO TERNOH CONEHOH BOABI, ¥ HE3AMEANUTENLHO OOPATHTECH K Bpauy.

o [lpu cnyuaiiHOM KOHTAKTE C PEARSHTOM HEMEUIEHHO TIIATENBLHO MPOMOWTE KOXKY BOAOH.

e Paboras c npobamu unH peareHtamH, obA3aTenbHO HMcmonblyiTe nepyaTKH. 3asepuivs
paloTy, BLIMOHTE PYKH € JACIUHPHLHPYIOWHM HHCTALUMM CPEACTBOM, 4TOOB!I NpeJOTBPaTHTHL
BO3MOXHOE 3apaXeHHE NATONCHHAIMHM M HHAIMH MHKPOOPraHHIMaMK.,

o Tlpx 3aMeHe peaxTHBa MPUMEHANTE MEPI MPEAOCTOPOKHOCTH, HAACBANTE NEPHATKH.

Hanpsxenne, noakniodesne H 3a3emMJIeHHE HCTOMHHKA NMUTARUSA

» V6eauTech, 4TO HCTOYHHK MATAHKA W 3a3eMACHHE NPUGOPa HAIEXKHBI K YCTOHUMBLL

¢ He scrasnsitte BUKY CETEBONO LIHYPa B PO3ETKY, 3HAYEHHE NEPEMEHHOND TOKA, KOTOPO
He cooreercTByeT 100-240 B. B npoTHeHoM ciiytiae MOXKET BOZHWKHYTh NOXKap HIH NopaxeHHe
SMEKTPHUYECKHM TOKOM.

¢ [lpu ycraHoexke oOszarenbHO MCNOAL3YHTE TPeXKUAbHLIK Kabenb, nocrasasemblif ¢
npubopoM, obecneubTe Xopoluee 3a3eMAeHHE W MOMECTHTE NPHGOP B MECTO, Ile Bh MOXKETE
¢BOGOAHO OTKIIOMKHTE NUTaHKE. B NPOTHBHOM CTyyae MOKET BOSHWKHYTH [OXKAP HIH NOPaXKEHNE
SJIEKTPHYECKUM TOKOM.

e He nospexaailite u3onauuoHHoe nokpeiTHe KabGens. He aepraitre kabens u He
NOABCIUMBAATE TAXKE/ABIE APEAMETH ¢ nomomplo kabena. B nporusHoM cnayuae moxer
BO3HHKHYTb KOPOTKOE 3aMLIKAHKE, YTO MOXET MPHBECTH K MOPAKEHHIO NEKTPHUECKHM TOKOM W
BO3TOPaHHIO.

¢ OTKMOYHTE NUTaHHE mnepea NOAKMOYeHWeM nepudepuiiHoro ofopynosaHns. B
MPOTUBHOM CAYYAE MOXET BOSHHKHYTH MOPAXKCHME MEKTPUUECCKHM TOKOM WM TMOBPEKACHHE
CHCTEMBI.
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ABTOMaTUNYecKuii koarynomeTp «Technology Solution 400». PyKoBOACTBO N0 3KCMyaTaLmm

OrTABJIEHNE

Kak nonb3oBaTbCs AaHHbIM PYKOBOACTBOM
CuMMBO/bI Ha yNakoBKe
CuUMBO/bI Ha MapKMPOBKe

MakeTbl MapKMpPOBKY aBTOMaTUYeCKOro koarysnometpa «Technology Solution 400»

MaKeTbl MapKMPOBKM Ha YMaKoBKy

Mepbl NPeaoCTOPOXXHOCTM 1 PEKOMEHAALMM 10 06eCreyeHmno 6e30MacHOCTY

OrnasneHve
naBa 1 BeegeHve
1.1. BBegeHve
1.1.1. HaumeHoBaHMe npubopa
1.1.2. OcobeHHOCTK
1.2. CocTaB m3genus
1.2.1. CucTema f0o3mpoBaHnA
1.2.2. TepmocTaTmyeckasa cucrema
1.2.3. Cuctema nsvepeHus
1.2.4. Cnctema OUUCTKU
1.2.5. Cnctema 06paboTKM faHHbIX
1.2.6. KomnbroTEpHasa cuctema
1.3. Npown3soauTenbHOCTL Nprbopa
1.4. Bo3mMOXHOCTK npubopa
1.5. lNpoTrBOMOKasaHus

1.6. TexHMYecKve napameTpbl aBTOMATMYeCKOro Koarysnometpa «Technology

Solution 400»

17. OnucaHue cocTaBa aBTOMATMYeckoro Koarynometpa «Technology Solution

400»

1.8.0nvcaHve MeaVLVHCKUX W3AeNWA, NPeayCMOTPEHHbIX A/ WCTIONb30BaHMS

B KOMOVMHaUMN C  MEAVUMHCKUM  U34ennem
«Technology Solution 400»

1.9. KoHturypaupms MK
Mnasa 2. MpuHumn paboTsbl

2.1. Mpouecc Koarynaumm

«ABTOMATUNYECKWIA

2.2. XpOMOTeHHbI 1 UMMYHOTYPOUANMETPUYECKINIA METOL,

2.3. Mpouecc 13MepeHnst B NPUCYTCTBUN Pa3NiNYHbIX UHTEPEPEHTOB

MnaBa 3. YcTaHOBKa npubopa
3.1. PacnakoBka npuéopa
3.1.1. 3Tanbl pacnakoBku
3.1.2. Ycnosus nepeBosku

3.2. Ycnosus yCTaHOBKM M 3KCNJyaTaums npubopa

3.3. TpeboBaHWS K UCTOUHMKY MUTaHUS
3.4. YcTaHoBKa npubopa

3.5. Kaimbposka

3.6. KOHTponb KayecTsa
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AsroMaTMueckiil xoarynomerp «Teclmolgy Solution 400». Pyxosoncteo no sxcnayarammy

[napa 4. 3anyck npuGopa
4.1, [ToaroToBKa nepen 3aMyCKOM
4.2, BKAIOYEHHE CHCTEMBI
4.3. Unaukaropsl
4.4, Bxon 8 cucremy
4.5. MasHoe MeHI0
4.6. Cnipabka
nasa 5. HacTpoitku TecTos
5.1. TlapameTpht TECTOB
5.2. CoxpaHeHue HACTPOEK M MapaMETPOB TECTOB
5.2.1.1. Pacuer napametpos
5.2.1.2. lobapneHue recta
5.2.1.3. Ynanexue Tecta
5.2.1.4. [Teyatb
5.2.1.5. BoccraHOBNEHHE NAPAMETPOB MO YMOMYAHHIO
5.2.1.6. [TocneaoBarenbHOCTL OTOOPAKEHHA TECTOB
Inasa 6. Hacrpoiiku peareHtos
6.1. [lapameTprl pearenToB
6.2. Undopmauns o pearenrax
6.3. Coxpanenue
6.4. Yoanenve
6.5. CkaHHposaHue WTpHX-Koaa (NPH HeoOXOARMOCTH)
['naga 7. [Ipouenypa npoBeacHHS TECTHPOBAHHA
7.1. NMuck gna oGpasuos
7.2. STAT-npoba
7.3. Cnucoxk ofpa3tuos
7.4. Unpopmauns o tecte
7.5. Beon o6pazua
7.5.1. CoxpaHerne paHHBIX 00pasiia
7.5.2. NaxkeTHElil BBOA
7.5.3. Konmu4ecTBo NOBTOPOB
7.6. Otuér
7.7. Tleuats
7.8. Ceasp
7.9. BrucpoGoxaeHue nosuuuii
7.10. KpxBaa peakumu
7.11. TloBropH&IA TECT
nasa 8. Hactpoiika KonTpona kauecrsa
8.1. MarepHanbl KOHTPONA KayecTBa
8.2, CoxpaneHue napaMeTPOB KOHTPOJIA KayecTsa
8.3. padpuxu X
8.4. I'paduku xoHrpons kauectea {rpapuxy Jiesu-/DrerHunrca)
8.5. lpasuna Bectrapaa
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AsTomaTuyeckmii koarynometp «Technology Solution 400». PyKkoBOACTBO MO 3KCMyaTaLmu

naBa 9. OTueT
Masa 10. Kanmbposka
10.1. KanmbpoBoyHas Kpvisas
10.2. ABTOMaTMYECKast KasmbpoBka
10.2.1. HacTtpolika KanmbpoBKu
10.3. PyyHas kasmbpoBka
10.4. Vctopms KanmbpoBKu
['naBa 11 AHanMTUYECKMNE XapaKTepUCTUKM
naBa 12. HacTpoiika cMcTeMbI
12.1. lononHuTeNbHble (DYHKLN
12.2. Teyatb
12.3. MapameTpbl TecTa, onpeaensemMble rosb3oBaTeeM
12.4. HacTtpoiika npocuns
12.4.1. [lobaBneHve npodmns
12.4.2. PepakTpoBaHue npogunns
12.4.3. Y paneHvie npogmns
12.5. CnoBsapb faHHbIX
12.5.1. lo6aBneHne B CNOBapb JaHHbIX
12.5.2. PeaKTvipoBaHue cioBapsa AaHHbIX
12.5.3. Y janeHue 13 cnosapsa LaHHbIX

12.6. HacTpolikn cBs3u
12.6.1. CoxpaHeHue HaCTPOEK CBA3N
12.6.2. MNoaknoyeHve
12.6.3. Pa3vegnHeHme

12.7. YnpaBneHne nonb30BaTeNaMm
12.7.1. [o6asneHne nosb3oBatens
12.7.2. PeflakTpoBaHve NapaMeTpoB Mosb30BaTess
12.7.3. YaneHvie nonb3oBatens
12.7.4. Vl3meHeHWe napona

12.8. NHhopmaums 0 nabopartopum

12.9. MeTop geTekunm
12.9.1. CoxpaHeHwne
12.9.2. 06aB1Tb METOA TECTUPOBAHNS
12.9.3. Y ganeHve MeToaa TECTUPOBaHNA

Masa 13. Cepsuc

13.1. O6enyxmBaHue
13.1.1. TpombiBKa 30HAa 06pa3La
13.1.2. TpombIiBKa 30HA4a peareHTa
13.1.3. 3anonHeHMe XMAKOCTHOrO KOHTYpa
13.1.4. Mepe3arpyska 30H4a 06pa3La
13.1.5. lNepe3arpy3ka 30HA4a peareHTa 1/2
13.1.6. MNepe3arpy3ka 6/10Ka 3axBaTa
13.1.7. Mepe3arpy3ka A1CKa peareHToB

12

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

73
73
73
74
75
76
77

8883

SR

87
87

88
89

89
90
90

a
a
92
93
94
95
9%
96
96
97
98
98
98
98
99
99
99
99
99



ABTOMABTHYECKHIE KOATYIOMETP «Technoloy Solution 400». PyroeoacTeo no 3xcnayatauky

13.1.8. Nepesarpyska aucka STAT-npo® 99
13.1.9. Tlepesarpy3ka mexaHu4eckol yactu npubopa 100
13.1.10. lNMonnas nepesarpyska aHaIN3aTOPa 100
13.2. OGenyxvBaHue AaHHBIX 100
13.3. Xypnan 101
13.4. UnxenepHoe oficnyxupaHmne 101
Inasa 14, OGenyxusanne npubopa 103
14.1. Texunuecxoe ob6cnyxueanue npudopa, NPOBOAKMOE MONb3OBATENICM 103
14.1.1. TMopaaok nposeAeHHs eXEAHEBHONC 00CTYKHBAHUA 103
14.1.2. [lopagok NpoBeOeHHS eXeMECAHHOTO 06CnyKUBAHRA 104
14.1.3. [NposeaeHHe TEXHHYECKOIO 0GCAYXKMBAHNA NpH NpocToe aHanu3aTopa 104
14.2. Texunueckoe obcnyxupanve npudopa, NPOBOAKMOE CNCIHANTUCTOM 105
I'napa 15. HencnpaBHOCTH CHCTEMBI M UX YCTPaHEHHE 105
Mpunoxenue I: HauMeHOBaHNA U COACPXKaHME TOKCHHHBIX / onacHbix BewlecTs unnl08
INEMEHTOB
[masa 16. Ynaxoska, XpaHeHHe, TPRHCIOPTUPOBKA 109
nasa 17. FapaHTAN W3rOTOBHTENS 110
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ABTOMaTuyeckmii koarynometp «Technology Solution 400». PykoBoAcTBO No aKcnayataumm

MnaBa 1. BeegeHue

11. BeegeHwve

1.1.1. HanmeHoBaHMe npubopa

ABTOMaTMYECKMiA KoarynomeTp «Technology Solution 400x».

1.1.2. OcobeHHOCTH

1) MegnumHckoe m3sgenve ABTOMATUYeCKMA Koarynometp «Technology Solution 400»
AB/ISIETCA MONHOCTHIO aBTOMATUYECKUM KOary/ioMeTpoM, KOTOpbIA COOMpaeT AaHHble Npob Mo
NPUHLMNY (POTO3NEKTPUYECKOTO CEHCopa Ha OCHOBE Hethe/IOMETPUM, XPOMOFeHHOro MeTofa
UMMYHOTYpOuanmeTpun. OH  MOXeT ObiTb  LUMPOKO  UCMOMb30BaH A1d  AUMArHOCTUKK
reMopparmyeckmx 1 TPOMOOTUYECKUX 3a00/1eBaHMIA, MOHUTOPMHIA ¥ Ne4YebHOro HabnoaeHns 3a
TPOMOONUTNYECKOI 1 aHTUKOAryNSHTHON TepanuamMu U T. [,

2) OcHoBaH Ha Windows 7/ 8.1/10/Ultimate nnm BbILLE.

3) TloMHOCTBIO aBTOMATMYECKWIA  KOary/ioMeTp, MO3BOMSAOWMIA - BbIMOMHATL  aHa/IU3
OOMbLIONO  KOMM4YecTBa 00pa3LoB C  BbICOKOM  MPOWM3BOAMTENBHOCTBIO, € (DyHKLMEN
aBTOMAaTMYeckoro pasbaBneHns 06pasLoB, aBTOMATUYECKON Ka/IMOPOBKOM C BO3MOMXHOCTbHO
COXpaHeHs.

4) Hanvnume BO3MOXHOCTM onpeaesieHre (hbprHoreHa nocpescTBOM MOAU(MLMPOBAHHO

MeToAVKM Knaycca.

5) CospgaHue 0 15 HacTpaMBaeMbIX M0/b30BaTENEM NPOIANEN, BK/IHOUAHOLLMX OAMH 1
6onee 0fAHOBPEMEHHO WCMOMHAEMbIX TECTOB.

6) MoadepXuBaeT HenpepbiBHOE [106aBMeHMe HOBbIX 00pPAsLOB, a Takke [106aBeHue

STAT - 06pa3LioB 6e3 0CTaHOBKM Nprbopa.

7) MopaepxvBaeT MOAK/IHOYEHNE BHELUHWX MPUHTEPOB, COOTBETCTBYHOLLMX CeAyHOLMM
KpUTEPUAM:

- N0 KNnaccutuKaLmm: MaTpuyHble, NasepHble, CTPYMHbIE.

- 110 TMNY noAkodeHns: USB, 6ecnpoBoHoe.

8) MoMHOCTBIO PYCCKOA3BIMHOE MEHHO.

9) OTKpbITas cuctema.

10) MeanumHckuiA npotokon HL7, KOTOpbliA B3aMOAENCTBYET C  MH(OPMALOHHOW
KMHWYECKOW CUCTEMO NnabopaTopum, BO3MOXXHOCTb ABYXCTOPOHHEr0 0OMeHa fjaHHbIX.

11) MopaepxnBaeT PaboTy 24X7 1 NPOU3BOMBHYH BCTaBKy STAT - 06pa3LoB.

12) Bonbluoii 06beM apxmBa AaHHbIX: coxpaHeHue 150 000 KanMbpOBOYHbLIX KPMBbIX,
150 000 0TYeTOB O pesy/nbTarax UCcCneLoBaHUA.

13) ®opmumpyeT pasHO0bpasHbIe OTHETHI.

14) CraHfapTHbIA TUN  KOH(Mrypauum npuoopa — HacTOMbHBLIA. He Tpebyetcs
[OMO/HUTE IbHAsA MOACTABKa.

14
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ArtomaTyeckiil koarynometp «Technology Solution 400». PyxoBoacTso 110 sxcamyarauis .

15) Muoroypossesre npasa JOCTyNa MepPcoHANa K Noib3oBaHwio npubopom, uTo

obecneunaet GezonacHyio 00paGoTKy AaHHBLIX, XPAHALAXCA B NAMATH YCTpoicTBa
16) Tlo3BonseT BLINOAHWTL sMoOObIE TECTHl, OCHOBAHHLIE HA KOAryMAUHOHHOM,

XPOMOTEHHOM/UMMYHOTYPOUAHMETPHUECKOM METOAAX.

1.2. CocTaB H3AEAHA!

1. AeroMaTrnuecknii koarynometp «Technology Solution 400» - 1 wm.
2. PykosoacTBo no axcinyatauuy — | T

3. Nacnopr npuGopa — | wT.

4. Cunoeofi kabens — | w.

5. Mpeaoxpanurens 250 B — 10A — 2 wit.

6. KaGens LAN ¢ MarHHTHBIM KOJIBUOM ~ | WIT.

7. EMKOCT IR AHCTHANMPOBAHHOH BOAB! (€ KPLILIKOHA) — 1 1T,

8. Emxocts 11 0Tx080B (C kphiLikoi) — 1 .

9. [MpoBoa A1 NPOYHCTKH HIVIEI — | T

10. BcnioMorarenbHas py4ka A1 TPAHCNOPTHPOBKH — 4 WT.

11. Irarus ansa npobupok — 15 1T

12. CoeaAHHNTENL ANS WINBHIA — 2 WIT.

13. ®unwrp ans poasl T33 — 1wt

14. Tepexoanunk ¢ RJ45 va USB 3.0 -1 w.

15. AsyxcToponunii knanan — 1 wr.

16. Tpoitnuk — 1 wir.

17. linanr ans xuakocred (7 M) — 1 wr

18. Unawr ana xuakocreit (1,5 M) -2 wrt.

19. Anarrrep ans akoHoB (Npy HEOOXOANMOCTH) — 2 LUIT.

20. Yaweuka ans obpasuos C1004 (npu HeoOxoaumocTn) — 100 mrr.
21. MarxutHag Mewanka (mpH HeobxoaumocTh) — 2 WT.

22. Hakneiika ans peareHToB (npy HeoGXOAMMOCTH) — 3 IIT.

23. ®naxoH 50 Mn (npn HeoGxoAUMOCTH) — 2 WT.

24. CD ¢ nporpamMmibiM obecnievenuem (npHu Heobxoaumoctu) — | w.
25. CkaHep WITpUX-KoJa AMA pearcHTOB (Mpu HeobxoauMocTH) — | wiT.
26. Ckanep wirpux-xona ans obpasuos (npy HeobxoaumocT) — | wr.

NPUMEYAHHE: [IpumeHende ckaHepa IITPUX-KOAA ABAACTCH ONUHOHHBIM. [lna
pelleHMs BONpoca NO YyCTaHOBKe obpawaliteck K ABTOPH30BAHHOMY MPEACTABUTENO
nponisoanTens B Poccuiickoi Peacpaumu.
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L)
ABTOMaTUYeCKWi koarynomeTp «Technology Solution 400». PykoBogcTBO MO 3KcnayaTauum

PucyHok 1-1. BHewHwWiA B1g, npréopa.

KomrioHoBKa BKtouaeT B cebd npubop u MK, pabota ¢ npubopom OCYLLECTBAETCA Mpu
nomowm MK. Ans cesasm npubopa v MK npumeHseTcs uHTepgeinic WLAN. OCHOBHble YacTu
npubopa; OYHKep [A/19 3arpysky peakUMOHHbIX KIOBET, CuCTemMa OT6opa Mpob W peareHTos,
TEpPMOCTaT, CUCTEMa W3MEPEHWs, CKCTeMa OYWUCTKW, CUCTEMa 00pabOTKM [AaHHbIX, a TaKke
KOMMbIOTEPHAA CHUCTEMA.

PrcyHok 1-2. Bug nepeaHeli naHenm aBTOMaTyYECKOro Koarysiomerpa
«Technology Solution 400»
O603HaueHVst: 1- MepedHss naHeb. 2 - AKpaH MHAMKALMN COCTOSIHUSA. 3 - 3alMTHasA KpbILLKa. 4
—Kpbliwka 6yHKepa 3arpy3kun KroBeT. 5 —BepxHss naHesb. 6 - Mpasas 60KoBas NaHesb.

16

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



Astomariuecknii koaryiomerp «Technology Solution 400». PyxoBoaCTBO No IKCnyaTauuu (.

5

Pucynok 1-3. Bua 3aaHel naHean aBTOMaTHYECKOMO KOaryioMeTpa
«Technology Solution 400»
O603Hauenus: | - [paBas 6okoBas naHeb. 2 — BrixonaHoe oTBepcTHe OTpaboTaHHOM XHAKOCTH. 3

— BxoaHoe oTBepcTHE A8 AUCTUNIMPOBAHHOM BOAbI. 4 - 3aaHAs naHensb. 5 - CeTeBoil nopr.

1.2.1. Cucrema 103HpOBaHHA

CucTeMa 103MpOBaHHMs BBIMOJHAET aBTOMaTHyeckoe AoOaBieHWe Npod M peareHTOB M
BbINOJIHAET ceayoue GyHKUUH:

1. Onpenenexue ypoBHS XujakocTh. B ciywae, koraa kakoro-1ubo peareHTa Mau
obpa3ua Hea0CTaTouHO, NPUOOP BLIAACT COOTBETCTBYIOLIEE COOOILEHHE U TEM CaAMbIM OMOBECTHUT
nonb30BaTteifn.

2. [lpenBaputenbHblii Harpes peareHTta. [lepea nobaBneHHem peareHTa NPOUCXOAHT €ro
Harpes 1o 37 °C 3a 3-5 cekyHa.

3. [lpenoTBpauieHHe ropu3OHTaNLHOIO U BEPTHKANBHOIO CTOJIKHOBEHHSA.

1.2.2. TepmocTaTHUeCKas cHCTEMA

TepMocTaruueckas cUCTEMa BKITIOYAET OXJIAXACHUE PEareHTa, npeasapuTeNbHblii Harpes
peareHTa, MHKYOAUMIO peakUMOHHON XHMAKOCTH W MOAAEPXKAHME OMPEAEICHHOW TeMNepaTyphl
pPEaKLUMOHHON IKHUAKOCTH B M3MEPHUTE/bHbIX KaHajlaX, KOHTPOJb TEMMNEpPaTypbl BO BpeMs
MPOBEACHHUA aHaNHU3a.

1) OxnaxaeHue peareHTa: TeMnepaTtypa No3uLHiA OXJIaXXAEHHs JUCKa pearcHTOB He
Buitue 10 °C.

2) lNpeasaputenbHblii Harpes peareHTa: TeMrepaTypa 30HAa pearcHTa MOMIEPKHUBAETCS

Ha ypoeHe 37 °C. llpeaBapuTenbHbIH HarpeB peareHTa MPOUCXOAMUT 3a 3-5 CEKYHA.
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ABTOMaTUNYeckuii koarynometp «Technology Solution 400». PykoBOACTBO Mo aKchyaTaumm

3) WHKy6auuMoHHbIA 610K MMeeT 29 WHKYGaUMOHHbIX MO3WUMIA € MOCTOSHHOWA
Temnepatypoii 37 °C+ 0,5 °C

4) W3mepuTeNbHbIA 6NOK UMEET 26 W3MEPUTENbHbIX KaHanoB, C MOCTOSIHHOM
Temnepatypoi 37 °C+ 0,5 °c.

123. Cuctema n3mepeHUs

Cuctema M3MepPeHMs BbIMO/MHAET BK/OYEHVE CBETOBOrO MOTOK3, COOP CUTHaIOB U UX
npeasapuTeNibHy0 06paboTKy BO BpeMs peakumun. Vi3mepuTesibHas cuctema npubopa BKIHOYaeT
TP MeToda W3MEPEHWiA: KOoarynauMOHHbIA, XPOMOFEHHbIA U UMMYHOTYPOUANMETPUYECKNI
METOABI.

1) KoarynsiuMoHHbIA MeTOA;: 3afeiiCTBOBaHbl 16 M3MepUTENbHbIX NO3VUWA: 1, 2, 16
OTMeYeHHble YepHbIM LIBETOM, Kak MoKasaHO Ha pUCYHKe HuKe. [iMHa BO/MHbI COCTaBNsAeT 660
HM.

2) XpOMOreHHblA 1 UMMYHOTYPOUAMMETPUYECKMIA  MeTOfbl:  3afeicTBoBaHbl 10
U3MEPUTENBHBLIX NO3NLNIA:!, 2, 10, nokKasaHHble Ha pPUCYHKE HWXe. [loaaepXkvBatoTca
cnepytowme aiviHbl BONH: 405 HM, 575 HM, 660 HM, 800 Hwm.

3) B 30He cbpoca KIOBET MMeeTCH OAHO OTBEPCTUE.

3mepuTenbHble KaHabl 41s

XPOMOreHHoro/
VMMYHOTYPOUANMETPUYECKOTO
meToza
» DO U M X4 I

Mo3numa cbpoca
|/|3MepVITEI1beIe KaHa/bl Ans

0TpaboTaHHbIX KIOBET
METOAa Koarynaumm P

PrcyHoK 1-6. /i3mepuTenbHble No3vumm 610Kka n3vepeHus. Bug ceepxy.

[ns  nonyyeHWss KOPPEKTHbIX pe3y/ibTaTOB aHa/M3a W MpaBWIbHOW paboTbl  npubopa
HeoOXOAMMO UCMO/b30BaTh MeAWLMHCKOe n3aenne B cooTBeTcTBMM ¢ PY Ne P3H 2020/10843 ot
17 wioHsa 2020 roga «KroBeTa ogHOpa3oBast 415 SIMHeKK KoaryioMeTpoB «Technology Solution»»,
B BapuaHTax UCMO/IHEHNS:

- KioBeta ogHopasoBas /1 KoarynometpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 (700 mkn)- 1000 . B ynakoBKe.
- KroBeTa opHopasosas and koarynomeTpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 (700 mMks1) ~ 1500 LUT. B yraKoBKe.
TexHUYeCKme XapaKTepPUCTUKIN KHOBET:
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Asromaruuecxiil iarynometp «Technology Solution 400». PysoBoacTso 1o sxcnayaraum .

O0wem 700 mxn;
O6mas sbicora kioBethi - 30,06 £ 0,15 Mm;
Huamerp nocano4Hoii 4acti kiosers - 10,00 £ 0,1 mm;
BHewnuli auamerp axa kiosetsl ~ 7,70 £ 0,1 MM;
PaccrosHue 0GnacTi namMepeHns OT NpHUBaAoHOH nrockocTH - 21,40 + 0,1 Mm;
BueitHui AuaMeTp N3MEpHTENbHOH 4acTH KioseTs! - 7,75 = 0,1 MM;
TonutMHa CTEHKH B H3MEPHTENLHOM HacTH kioseThl He Oonee - 1,08 £ 0,03 mm;
¢ MakcumansHOE OTKJIOHEHHE TONWWHB CTCHKH KIOBETHI B HM3MEPUTEILHOH 4acTH -
0...4+0,01 mMm.
o Paauyc urecHntens — 1,60+0,03 mm.

Kiopera onwopaszosas ans koarynomerpoe «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 umeeT cneunanbHyio MapkupoBKy Ha BepxHeH
MpaHH KaXAoi KIOBETHI: ol

z

C uenbi0 NPeACTBPALIEHHS NPUMEHEHU KOHTPA(aKTHBIX MEAHUMHCKHX M3jenuit
3anpelaeTes Henonb3orath kioreThl K2 6e3 ykasaHHoOM MapKMpOBKH Ha IHHeHKE KOarylioMETpos
«Technology Solution». B cnyuae ucnonb3oeaHus KioBeT 63 COOTBETCTBYIONIEH MapKHPOBKH
asropuzosaHuiiii npegcrasurens 8 PO 000 «JlabopaTopHhie peiieHUs» cHUMaeT ¢ ceba niobyio
OTBETCTBSHHOCTH 338 KAaYECTBO BHAABAEMBIX PE3Y/ILTATOR W 3a paGortocnocobHocTb npubopa, a
TaKke BOpPARE OTKA3aTh B 3aMEHE N0 TapaHTHH BEILICALIENO W3 CTPOS Npubopa Wi Kakoii-nnGo
ero 4acTH,

1.2.4. CucreMa OMHCTKH

ChcreMa OMHCTKH TIpeAHA3HAYEHA AN MPOMEBIBAHHSA KHUAKOCTHOH MarucTpan H OYHCTKH
30HA2 peareHToB W NpobooTGopHuka.

CrcTema OYMCTKH COCTOMT U3 CEAYIOLIUX KOMITIOHEHTOR:

1. [MpoMbiBOoYHAR BaHHOYKA: MpeAHA3HAYEHA AJIA CTPYHHON OUMCTKH BHYTPEHHEH W
BHEIUHEH CTEHOK 30HAa PearcHTOB W NMpoGooTOOPHUKA.

2. Emxocts 4a8 AUCTWUIMPOBAaHHOM  BOABI: HCMIOAB3YETCS A XpaHeHus
AUCTHILTHPOBAHHON WU ZCHOHU3IHPOBAHHOM BOJBIL.

3. EmxocTh Ans oTpabOTaHHOM XHMAKOCTH: Wcmonb3yeTcs A c¢Gopa oTpaboTanHoit
MKHAKOCTH,

4. B kauecTBE MOIOUICTO H AC3HHPULMPYIOMIETO PEAreHTa ANA OUYMCTKH JO3HPYIOWMKX
CHCTEM KOAryfioMeTpa [O/MKHO NPHMEHATLCA MEAHLUMHCKOS W3IJACIME B8 COOTBETCTBMM ¢

perucTpauuonHsiM yaoctoepeHueM Ne P3H 2019/9048 or 04 man 2021 roga «[IpoMbiBOuHBIi
pactsop no TY 21.20.23-001-34065548-2019».

1.2.5. Cacrema o6paboTkH NaHHBIX
Cucrema o0pabaTHIBAET H AHATH3HPYET JAHHBIE H OCYWECTEARET QuInuecKuil, XMMHUecKui
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ABTOMaTUYeckuii koarynometp «Technology Solution 400». PyKOBOACTBO MO 3KCMyaTauum

N6unonornyecknin aHanms.
1.2.6. KomnbloTepHada cuctema
CvicTema KOOpAVHUPYET pas/inuHble AeCTBIUS U KOHTPOMPYET paboTy npubopa, BK/IKoYas
B3aUMOZENCTBYE YeoBeKa 1 060PYA0BaHNS, 0TOOPaXKAET MHOPMALIMIO M BbINOHSAET Neyatb.
1.3. Tlpon3BoAnNTENbLHOCTL Nprbopa
Buabl TeCTOB 1 eANHNLBI U3MEPEHUSA, UCMO/b3YEMble B OTHETAX
3mepsieMble TeCTbI NpYBefeHbI B Tabimue 1-1.

Tabnmua 1-1

HavmeHoBaHMe M3ﬂ“g%%ﬁg’_';;” MeTop aHanusa MESﬁAVéEQII:III;LI
MpoTpoMOUHOBOE BpeMst PT Koarynaups ¢ (cekyHaa)
AKTUBUPOBaHHOE APTT Koarynsauus c (cekyHAR)
napuyanbHoe
TPOMOOM/IACTUHOBOE BPeMs
®unbpuHoreH (CTaHAAPTHbIN F1B Koarynaums r/n
metog, Knaycca)
®unbpuHoreH FIB MMC  Koarynauus r/n
(MOAM(MUMPOBaHHbLIA METOA
Knaycca)
TpoM6B1HOBOE Bpems T Koarynauus C (cekyHpa)
BonyaHouHbIi LAL Koarynauus C (CekyHpa)
aHTMKoarynaHT LAL
BonyaHOuUHbII LA2 Koarynaups c (cekyHpa)
aHTMKoarynaHT LA2
®aKTOp CBepTbIBaHUA I, V, VII, VIlII, Koarynauus %

IX, X XI, XII

daKTop CBepTbIBAHNA Xl XPOMOr€eHHbIN METOL, %
AHTUTPOMOVH VL AT3 XpomoreHHbIn metog %
MnasMmnHoreH Fig XpoMoreHHbIn MeTog %
MpotenH C PCch XPOMOreHHbIN MeToq, %
MpoTtenH C PCco Koarynaups %
MpoTenH S PSch mmyHoTypouanvetpus %
MpoTenH S PSco Koarynauus %
"enapuH Hep XpOMOreHHbI METOA ME/mn
MOAK Hep2 XpPOMOreHHbIN MeTof, Hr/mn
a2-aHTuNMa3M1H a2 AP XPOMOreHHbIN METOZ, %
MpoayKTb! Aerpagauum FDP IMMYHOTYpOUAUMETPUS MKT/MI
(hnbpuHoreHa
O-Ounmep D-dimer VIMMyHOTYpOuanmeTpus  Hr/ mi
AHTUreH (haktopa Von VWFAg NmmyHoTypbuanmetpus %
Willebrand
®dUGPVH-MOHOMEP =V VIMMYHOTYpOMAMMETPUA  MKI/MN
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ABTOMaTUYecKunin koarynomeTp «Technology Solution 400». PyKoBOACTBO MO 3KCnyaTaLum

1.4. BOo3MOXXHOCTY npubopa
B aHanusatope umcnonb3yetca

MPUHUMN  ONTUYECKOWA  [eTeKUWM,
BbIMOMHSATb  K/OTTUHIOBbIE, XPOMOTEHHblE W  WUMMYHOTYPOMAVMETPUYECKNE METOAUKA  Afs
aHa/M3a BPEMEHW 1 aKTMBHOCTM (HaKTOpPOB CBEPThbIBAHMS KPOBW, a TaKKe aHa/n3a akTUBHOCTY

aHTVKOAryNIAHTHON 1 (PUBPUHOMUTNYECKON CUCTEM.

Ons  aHaimM3a  MCMOMb3yeTcs MfiasMa  KPOBM  YENoBeKa,  CTabunn3vpoBaHHas
aHTMKOArynisHToM  (UMTpaToM  Hatpus).  JltoGoili  apyroii  maTepuan  CuMTaeTcs
HenpeyCMOTPEHHbIM.

1.5. lNpoTrBONOKasaHWA

ABTOMaTM4eckuii Koarynometp «Technology Solution 400» gnsi gMarHOCTMKM in Vitro,

NPOTVBOMNOKa3aHUIA He UMEET.

16.

Solution 400»

MeTopg TecTnpoBaHma

[/ IMHbI BO/H MCTOYHMKOB CBeTa

3mepuTeNbHble Mo3nLmm
HKyGaLMOHHbIe No3vLmm

Mo3nLm c6poca 0TPaBoTaHHbIX KIOBET:
CKOpOCTb TECTOB

Mo3uumm ans 06pasLios

Mo3vummn oS peareHToB:

Mo3vummn 4ns AUNKOEHTOB, NMPOMbIBKM U
STAT-06pa3Los

MakcumanbHasa 3arpyska n3mMepuTesbHbIX
KtOBET

MuTaHne

MoLLHOCTb

Ycnosusa aKcrnnyaraumm

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

TexHMYECKMEe NapamMeTpbl aBTOMATUYECKOro KoarynomeTpa «Technology

Tabnmua 1-2

MeTog, Koarynauum (MeTog, onTu4eckoro
paccesiHMA), XPOMOTeHHbI 1
UMMYHOTYPOUAVMETPUYECKNIA METOPI
(MeTOZ, ONMTUYECKOrO MPOMyCKaHWA)
MeTog Koarynauym: 660HM
XPOMOr€eHHbIR,
UMMYHOTYPOUANMETPUYECKUNIA METOADI:
405 HM, 575 HM, 660 HM 1 800 HM.

26 nosuuwin

29 nosuupin

1 nosnuma

400 TectoB / yac (Tect PT)

9 wratnBoB AN Npob Ha 10 nosuuwii B
KaXKOM.

40 oxnlaKaaeMbIX NO3ULIA

3 No3vLMK ANs NPOMbIBKMA W AUHOEHTOB
3 nosuuun gnsa STAT-06pa3LLoB

1000 n3mepuTenbHbIX KHOBET

100-240B~, 50Iu/60Iy,
1000 Bt
10°C~30°C, oTHOCUTENbHAA BNaXXHOCTL < 70%

21
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ABTOMaTHyecknin m3arynometp «Technology Solution 400». PyKoBOACTBO MO 3KcnayaTayum

Ycnosus XpaHeHus

NHTepdelic

Bpewms HenpepbIBHON paboThl
MakcvMa/lbHO ~ AOMYyCTUMOE  Bpewms
YCTaHOB/IEHNA paboyero PEXMMA,
NCUMCNIIEMOE C MOMEHTA  BK/IHOYEHMS
aHamsaTopa

[Nepepaya KNMHNYECKNX pe3ynbTaToB

KoHTponb AoCTyna nonb3oBatenei

Knacc 6e30nacHOCT Ans NporpaMMHOro

ob6ecneyeHns no EN 62304
AneKTpo6e30MacHOCTb
rno EN 61010-1

Mpynna 3aBICMMOCTY
BOCMPUHMMAEMbIX

oT

MeXaHN4YeCKnNX

Bo3aevicTeuiA no FOCT P 50444-2020

CreneHb  3aWyThbl
OrMacHOro  MPOHWKHOBEHWS
TBEpAbIX yactul - IP

aHa/m3atopa  OT

BOAblI WA

XO0poLLIO NpoBeTpMBaeMas cpefa 6e3
arpeccuBHbIX ra3os, ¢ Temnepatypoi -20 °C ~
55 “C, oTHOCUTENbHAA BNAXXHOCTL < 85%
JasneHue: 50 klMa~106 klla

WLAN

He meHee 24 yacoB

[0 10mH

OtnpaBKa K/IMHUYECKNX pe3y/bTaTos,
pesynbTaTbE KOHTPOA KavecTsa U pesy/bTarbl
Kannoposku B HIS 1 L1S uepes ceTeBol MNOpT,
ncnonb3ya Npotokon HL7.

[na Bxoaa TpebyroTca UMS Mob30BaTesis 1
napo’ib

A

- Karteropusa nepeHanps»keHus |.

- CTeneHb 3arpasHeHna 1

- Knacc 3awmtbl |

2 - HOCWUMble, MEPEHOCHble U MepeaBuKHbIE,
He npefHasHayeHHble A1  paboTbl  Mpu
MepeHocKax W MepesBwKeHUsaX B Npeaenax
CTaLyoHapHOro NomeLleHns

IP 00

1.7. OnuncaHue coctaBa aBTOMaTM4eckoro koarynomeTtpa «Technology Solution 400»

Ne OnwucaHne
n/n
1 EmMKoCTb

(C KpbILWKOIA)

2. Emkoctb gns otxopoB (¢ llpeaHasHadeHa  Aans

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

Ha3HaueHue

ana  [pefHasHadeHa  Ans
AVICTUNNNPOBAHHOW  BOAbl  AUCTUNNMPOBAHHOM

BOAb!

TexHun4yeckue

XapaKTEPUCTUKN
O6bem: 20 n.
MabapuTHbIE pasmepbl:
BbicoTta: 360 MM £ | MMm;
LLivpmHa: 280 Mm + |
MM;
nyéuHa: 280 mm £ 1
MM.
O6bem 20: n

22
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10.

11

ABTOMaTHYeCKmii Koarynometp «Technology Solution 400».

KPbILLIKOIA)

Yaleuka fns  o6pasLioB
(npw

C1004
HeobXoAMMOoCTI)

CwvnoBoi Kabenb

AganTtep ans  (IakoHOB

(Npy HeobX0AMMOCTH)

MpeaoxpaHnTenb

Kabenb
MarHWUTHbIM KO/bLIOM

MpoBog NS MPOYNCTKY

nrnbl

BcrnomoratenibHble  pyyKu

A1 TPAHCMOPTMPOBKM
LLITaTuB Ans Npo6GupoK

CoeanHMTENb ANS LLaHra

dunbTp ANd Boabl T33
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LAN C

cbopa O0TpaboTaHHON
XNAKOCTU

Vcnonb3ytotca  ans
06pa3LoB nwm
JePUUATHBIX  M1a3Mm

BO Bpemsi MpoBeAeHns
TecTa NprbopomM
ObecreunBaeT nogady
3NeKTpUYeCcTBa K
npuéopy
lNpegHasHayeH — and
YCTaHOBKWN  (/TaKOHOB
C [JwloeHTamn B
otcek STAT 06pa3LoB
BbinonHsaeT
3aLLUMTHYIO  (DYHKLIMHO,
3awmuiaet
3NEKTPUYECKYHO  LEMb
N €€ 3nemMeHTbl OT

neperpesa n
BO3ropaHus npu
NpPOTEKaHNN TOKa
BbICOKOW CU/IbI.
MNpegHasHayeH  Ans
COeJNHEHNS c
yNpaBAHoLLMM
KOMIMbIOTEPOM
MpefHa3HavyeH  anA
YUCTKWN UMbl
MpenHasHayeHbl  AnA

nepeHoca npuéopa
IMpeaHasHaveH s
YCTaHOBKY 06pa3LioB

[NpeaHa3HayeH ana
COEeIMHEHNS LLMAHTOB

IMpeaHasHaueH s

23

PyIOTBOACTBO MO 3KCMNyarauuH

"abapuTHble pa3vepsbi:
Bbicota: 360 mm £ 1 Mwm;
LWnpnHa: 280 mm + 1
MM;

ny6uHa: 280 mm + 1
MM.

OnameTp: 15 MM+ 1 mm.
BbicoTta: 25 MM = 1 MMm.

OnvHa: 1800 £ 10 mwm.
Hanps»keHue: fo 500 B.
Ounamvetp: 7 mm £ 0,5 mm.
OnameTp: 40 Mm £ 1 mMm.
BbicoTa: 42 Mm £+ 1 MM.

AnamveTp x OnnHa: 5x20
MM.

CunaToka: 10 A
Hanps»keHne: 250 B.

OnvHa: 2900 mv £ 10
MM.
OnameTtp: 7 Mmm £ 0,5 mm.

Martepwvan: HeinoH
OnvHa: 480 mm £ 1 MM
0-05wmm

[OavHa: 138 Mm = 2 MM
JvameTp: 24mm £ 1 Mm
OnnHa: 200 vm £ 1 vm
WrpnHa: 20 MM = | MM
Bbicota: 53 MM+ 1 MM
OnvHa: 37 vm = 1mm
OnameTp: 6 Mm £1 MM
MaTepuan: nnacTuk
JvHa: 265 Mm = 1 Mm
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15.

16.

17.

19.

20.

21.
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ABTOMaTnyeckuii koarynometp «Technology Solution 400». PykoBoACTBO MO 3KCMAyaTaumm

®nakoH 50 wmn
HeobX0AMMOCTN)

(npwn

MNepexogHnk ¢ RJ4S Ha
USB 3.0

[IBYXCTOPOHHMIA K/lanaH

TPONHUK

MarHuTtHas MeLaska (npu
Heo6X0AMMOCTH)

LLnaHr ansa >xuakoctein (7
M)

LLnaHr gna  >xuakocTein
(1.5 m)

Hakneiika gns peareHTOB
(Npn HeobxoaMMOCTK)

CD ¢ nporpaMMHbIM
obecneyeHnem (npwn
Heob6X0AMMOCTN)

CkaHep LITpUX-Koja AN
peareHToB (Npwm
HeobXo4MMOoCTK)
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OUUCTKMN BOfbI
MpeaHa3HaueH Ans
XpaHeHUs peareHTa

MpenHasHayeH s
coeguHeHna LAN
Kabens ¢ MK uepes
USB-nopT
MpesHa3HayeH ana
NOAAYN XXMAKOCTU B
npuéop

MpeaHasHaueH s

coefuHeHuns
HECKO/IbKNX TPYOOK
MpegHasHaveHa  ans
rnepemMeLLIVBaHNS
peareHToB
MMpeoHasHaveH — gig
MOZAAYY YKUAKOCTU
MpegHasHavyeH NS
MOAAYM YXMUOKOCTU
Vcnonb3yeTca oA
0603HaYeHs MeCT

YCTaHOBKM peareHToB
B LUTATVBE
lMpenHa3HayeH
NHCTaNNALMN
nporpamMMHOro
obecneyeHms,
YNpaB/IAOLLEro
aHa/IM3aTopoMm, Ha
KOMIbLOTEP
MpesHa3HaveH
CUUTLIBAHUA
LUTPUX-KoZa
peareHToB

Ans
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LnprHa: 65 vm £ 1 Mv
O6bem: 50 M.
"abapuTHble pasmMepsi:
Ounawvetp: 37 mm = 1 Mwm;
Bbicota: 70 MM £ 1 Mm.
OnnHa: 223 v £ 1 mm

OnnHa: 42 vm + 1 vm
Onametp 1 11 mm +0,5
MM

Onametp 2: 5mm = 0,5
MM

AnvHa: 46 mm = 1 Mm
OunameTp: 20 MM = 1 MM

OnvHa: 15 mwm.

OnvHa: 7000 mm £ 10 Mm
[JvameTp: 6 MM = 1 MM
OnunHa: 1500 mm = 10 Mm
OnaveTp: 6 MM = 1 MM
OavHa: 13 mm £ 0,5 Mm.
LWnpnHa: 5 mm £ 0,5 mm.

EmkocTtb: 700 m6.
Tun CD: nasepHbIi.

XapaKTepuCTUKN:
 [1nnHa BOMHbI: 650 HM.
e MoLuHocTb: Ao 1 MBT.
* Knacc 0nacHocTH
nasepa: 2.

* MakcumasibHoe
paccTosHue 4o
wiTpmx-koga: 90 cm.



AsroMatnycckuii maryroneTp «Technology Solution 400». PykosoacTeo no skCruryaTauy

« CropoCTb CHHTHIBAHHA:

104 £12 wTpUX-KOAOB B

CeKYHAY.

« [NoTpebasemasn

MOWHOCTb: 95 MBT.

« [Toaxmouenue K

CHCTEME: annapaTHoe.

e Jlnnna: 80 mm =1 MM

« Bricora: 65 Mm = 1 MM

o [llnpuHa: 28 MM = 1 MM

23. | Cravep wrpHx-koqa Ans | (IpeanasnatieH  ana | XapakTepHCTUKM:

obpazuos (npu | cunTLIBAHKA * Nlnuwa sonrn: 650 HM.

HeoBX0AUMOCTH) wTpHx-koaa o6pasuos | + MownocTs: a0 1 MBT.

* Knacc OMACHOCTH

nasepa: 2.

+ MaxcumannHoe

PacCTORHUE A0

HITpHX-koaa: 90 cM.

» CKOpPOCTh CHUTHIBAHMA:

104 + 12 wTpHX-KOAOB B

CEKYHLY.

« [TorpeGnaeman

MOLIHOCTB: 95 MBT.

» MoaxnoueHue K

CHCTEME: annapaTHoe.

e [lnuna: 80 MM = | MM

e BricoTa: 65 MM £ | MM

» Llnprna: 28 MM+ | MM
1.8. Onurcannre MEAHUHHCKHX H3XeAnH, NPeIyCMOTPEHHMX /AR HCNOALIOBAHMA

B KoMGHHAUMM ¢ METHIMHCKHM H3eNHeM «AsroMaTHyeckuii koaryjaomeTp «Technology

Solution 400», He BXOARGINX B KOMNJAEKT DOCTABKH.

Homep u para Ha3suauenue
Haumenobatiue i
PErucTPaHOHHOIO
YAOCTOBEPEHHUA
HaGop pearexror ans onpeaenenns | P3H 2020/12933 ot | Meanumtckoe H3genue
aKTHBAPOBAHHOIC  napunansHoro | 14 aexabps 2020 ropa | «TS-AITTB» mnpeaHasdaueHo ana
TPOMGONAACTHHORONO BpPEeMEHH ANs BLINONHeHNA 0a3zoBoli  MeToAMKM
AUHEHKH KORTYJIOMETPOB HCCNEAOBAHUA CHCTEMbI FrEMOCTalA -
«Technology Solution» (TS-AITB) ONpeACACHHUA SKTUBHPOBAHHOTO
no TY napUUanbLHOro (4acTHYHOTO)
21.20.23-082-42349142-2020 TPOMGOMJIACTHHOBOTO BpEMEHH
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ABTOMaTUYecKmnii koarynomeTp «Technology Solution 400». PykoBOoACTBO MO 3KCMayaTaLlum

Ha6op peareHToB anst onpedenenns  P3H  2020/12930 ot

MPOTPOMOUHOBOIO ~ BPEMEHW  A/1s
NINHEVKN Koary/ioMeTpoB
«Technology Solution»

(TS-TpombonnactmH) no  TY
21.20.23-083-42349142-2020

Habop peareHToB Ans onpedenednss P3H 2020/12659 ot
ans - 24 Hosbpa 2020 roga

TPOMOVMHOBOrO  BpPeMeHM

NINHENKN KOary/ioMeTpoB
«Technology Solution»
(TS-Tpomb6uH) no TY

21.20.23-084-42349142-2020

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

15.12.2020 roga
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(AMTB/AYTB) Ha NINHeliKe
M0/lyaBTOMaTUYECKNX 7
aBTOMAaTUYeCcKUX  Koary/ioMeTpoB
«Technology Solution».

OnpegeneHne AITB nposogutca
01 OUEHKM  BHYTPEHHEro nyTu
aKTMBauun CBepTblBaHWS B M/a3ve
KpOBMW.

MeaunymnHckoe
«TS-TpombonIacTUH»
rpegHasHauyeHo [19 OnpeaeneHus
NPOTPOMOUHOBOI O BpeMeHM
ceeptbiBaHusa  (MB) B nnasve
BEHO3HOM KpoBMW, pacyeTa
NPOTPOMOMHOBOIO OTHOLLIEHNS
(MO), npoTPOMOMHOBOrO UMHAEKCa
(T, MeXyHapo4HOro
HOPMa/IN30BaHHOIO OTHOLLEHMS
(MHO) 7 NMPOTPOMOMHOBOIO
nokasatens no KBWKy Ha NMHeike
Mo/lyaBTOMaTNYeCKMX 7
aBTOMAaTUYeCKMX  KOarysioMeTpoB
«Technology Solution».
OnpeseneHve  NPOTPOMOGMHOBOIO
BPEMEHW MPOBOAUTCA MPU KOHTPO/E
3a fleYeHneM aHTUKoarynsaHTaMmn He-
NpsMOro JencTBusA, a Takke [A/1a
BbISIB/IEHVS| OUCHYHKLMW BHELLHEro
MyTN KOarynsaumm.

n3aenue

MeguumHcKoe ugenve
«TS-TpoMOVH» MpefHa3HayYeHo 414
onpeeneHns TPOMOVHOBOIO
BpeMeHW Ha NINHENKe
Mo/lyaBTOMaTUYECKNX 7
aBTOMAaTUYeCKMX  Koary/sioMeTpoB
«Technology Solution».
OnpegfeneHne TPOMOGMHOBOI0

BPEMEHV MPOBOAUTCA [A/1 OLEHKM
KOHEYHOro 3Tana  CBepTblBaHUA
nnasmbl KpoBU npu
NPOIMNAKTUYECKOM WM JleHeOHOM
Ha3Ha4YeHW aHTUKOarynsHToB, B
CBA3M C  apTepuasibHbIMU WK



AsToMatuyecknit koaryaometp «Technology Solution 400». PykosoacTBo 1o »kcnayarauud

BEHO3HBIMW TpoMOo3amu (MHbapKT
mMuoKapaa, Tpombo3 raybokux BeH,
TpoMGO3IMOOIHA NErOYHOH apTepuu
W Ap.), a TaKXKe MNpU BLIIBACHUU
BPOXAEHHOH HWAM MnpHoOpeTeHHOH

(umppos3 MEYEHH)
AUCHUOPHHOrEHEMHUH.
Habop pearentos ans onpeaeneuns | P3H 2020/12640 ot | MeanuuHckoe usaenue

KOHUEHTpauun ¢ubpuHoreHa ans

NUHEHKN KOaryJioMeTpoB
«Technology Solution»
(TS-®ubpuroren) no TY

21.20.23-085-42349142-2020

23.11.2020 rona

«TS-®ubpuHoren» npeaHa3HAYEHO
ANS KOJIMYECTBEHHOTO OTPEAE/ICHHUA
¢ubpuHorena B niasme Kposu 0e3
MPEABAPHTENBLHOIO pa3BEACHHUA HC-
cnefyeMo#t mnnasMbl Ha JIMHEHKe

MoNyaBTOMaTH4YECKHUX ]
aBTOMAaTHYECKMX  KOaryJiOMETpoB
«Technology Solution».
Onpenenexne KOHLEHTpaUUH1
¢ubpuHOreHa NpPOBOAUTCA  MpH
KPOBOTEYEHHUAX pasauyHOM
3THONOrUKU (Npu OEPEMEHHOCTH U B
poaax, Ha ¢one

¢GhUOpHUHONUTHYECKON Tepanun ¢
ap.), npu

ayTOMMMYHHBIX,
MH(PEKLIMOHHO-CENTHYECKHX

BOCNAMUTCIbHBIX,

3ab0sieBaHuUAX (nuenoxedpwr,
NHEBMOHUA, NEPUTOHUTHI, CeEMncuc,
CHUCTEMHass KpacHas BOJYaHKa U
ap.).
Hab6op Kanubparopos ana | P3H  2020/12691ot | MeanuuHckoe u3aenue
onpeaeneHus koHueHTpauuu | 30 HosOpa 2020 rona | «TS-PubpuHoreH-kanubpatop»
¢ubpuHorena ans JAUHENKH MpefHa3Ha4eHO ANf  MOJY4EHUA
KOaryaoMeTpoB «Technology KaNMUOPOBOYHbBIX 3HAYEHHI BPEMEHHU
Solution» CBEPTHIBAHUA TMpU  OMpENENEHUU

(TS-dubpunoren-kanudparop)
TY 21.20.23-086-42349142-2020

no

KOHUeHTpauuu  ¢ubpuHoreHa 8
nnaasme KpoBH MOAHGHUMPOBAHHBIM
METOI0M Knaycca 6e3
npeABapHTEIbLHOrO pa3BeneHus
HCCieAyeMOoi Mnua3Mbl Ha JHHEHKe
MOJiyaBTOMaTHYECKNX "
aBTOMAaTHYECKHX  KOaryJaoMeTpoB
«Technology Solution».
MeauumHckoe u3enue
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ABTOMaTMYecKuiA koarynomeTp «Technology Solution 400». PyKoBOACTBO MO 3KCn/yaTaumu

Ha6op peareHToB a5 onpeaeneqnss P3H 2020/12686 ort
aHTMTpPOMOGMHA  ans fuHeliku 30 HosGpa 2020 roga

Koary/sioMeTpoB «Technology
Solution»  (TS-AHTUTPOMOKH) O

TY 21.20.23-087-42349142-2020

Habop peareHToB

KONMNYeCTBEHHOIO onpegeneHnA

ans

D-gvmvepa Bnnasme Kposu A/

JINHEVKN Koary/ioMeTpoB
«Technology Solution»
(TS-D-gumep) rno TY

21.20.23-088-42349142-2020

P3H 2020/12270 ot
14 okTa6psa 2020 roga

«TS-PrOpMHOreH-KanmopaTops»
npegHasHavyeHo TOMbKO A1 Habopa
«T8-PurbprHoreH>>"
MeguupHcKoe n3genve
«TS-AHTUTPOMOUH»
npegHasHauyeHo 1A  OnpeaeneHns
aKTMBHOCTM (B MpoueHTax oOT
HOPMBblI) (h11310NOrNYECKOr0
aHTUKOaryfsHTa — aHTUTPOMOMHA
(AT) Ha fMHeilke KoarynoMeTpoB
«Technology Solution». Onpegene-
Hve AT nNpoBOAAT 4719 ANarHOCTUKM
BPOXAEHHOTO U MPUOBPETEHHOr0
JeuunTta 3TOT0  aHTMKOAryngHTa
(ABC-cuHapoMm, pasfnyHble  BUAbI
LLIOKa, cerncuc, aKyLepckas
naTonorus, Tsakenas Tpasma u ap.),
a TakkKe npu AUTENbHOM WK

BbICOKOZ03HOM NPUMEHeHUN
renapuHoB.
MeaununHckoe n3penvie

«TS-D-gnmvep» npegHasHayeHo 41s
KO/IMYEeCTBEHHOI 0 onpegeneHus
D-ouvepa B Mniasve  KpoBw
YenoBeka
UMMYHOTYPOVANMETPUYECKIM
METOLOM  MpU  [JIMHE  BOJHbI
570-800 HM Ha  JINHEKe
KOoarynomeTpoB «Technology
Solution». D-gumep - oauH ¥3
Ba)XKHEWLUMX MapKepoB aKTUBaLK
CBEPTbIBAHMA KpoBM 7
(hmnbpnHONM3a,  MOCKO/IbKY  OH
(hopmupyeTcAa B KPOBOTOKE B pe-
3ynbTaTe 06pa3oBaHus 7
MOC/IelytoLLEero nmsunca nnasmyvHoM
CTabunIn3rpoBaHHOro (hrnbprHa.
Bbicokuii ypoBeHb D-avmepa 6yaet
PerncTpupoBaTbCa Yy 6GO/MbHLIX C
Tpom603amMK,  TPOMOGO3IMOONNAMN,

[ABC-cuHapomom pasINYHoOro
reHesa.
Habop KOHTpO/MbHbIX nnasm gna  P3H 2020/12571 ot  MepguvumHckoe n3genve
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AproMaTHYECKHH KoarynoMerp «Teclmolog Solution 400». Pyx020a¢TB0 MO 3KCIUTY ATALHY

KOIHYECTBEHHOMO onpeacneHUA
D-gumepa B nnasme KpoBuM ANS
JSINHEHAKH KOarynoMeTpoB
«Technology Solution»

(TS-D-anuMep koutpons) no TY
21.20.23-089-42349142-2020

17 noa0ps 2020 roaa

«TS-D-aumep KOHTPOJIb»
NpeAHasHAuYeHO A0S TPOBEACHHS
BHYTpHIabopaTOpHOre  KOHTPONA
KayecTea (Quality Control)
meannuHckoro  w3penus  «Habop
PearcHTOB JUIA  KOJNMYECTBEHHOIO
onpegeneuna D-aumepa B nnasme
KPOBY ANA JIKHEHKM KOAI'yJIOMETPOB

«Technology Solution»
(TS-D-aumep)» HA nunenKke
KOarynoMeTpoB «Technology
Solutiony.
HaGop xanuGposousnix naasm ang | P3H 2020/12354 or | Meanuunckoe H3nenue
NUHEAKH koarynoMerpos | 28 okraGpa 2020 roaa | «TS-kanubpatop» nNpUMEHsOT ANA
«Technology Solution» AONYHEHHA KanHOpOBOYMHBIX
(TS-xanuGparop) nmo TY 3HaveHu H MOCTPOEHUSA
21.20.23-090-42349142-2020 KanMOpOBOMHBIX  KPMBBRIX  A1A

HCCNeAOBAHKA CHCTCMBI IFeMOCTa3a
Ha NIHHelKe NOoNnyasTOMATHYECKHX H

ABTOMATHYECKHX  KOaryJoOMETpOB
«Technology Solution».
Hcnonszopanue  kannGpoBOMHO#M

nnasmbl  oceoboxaaer B Gonb-
WHHCTBE cnyyacs oT
HeoOX0ANMOCTH TTOJIYYEHHA OT 340-
POBBIX MoAcH cBexXel HOPMaNbHOW
nAasMbl KPOBH,

Kaaubposounas nnasma
«TS-kanubpatop» aTrectoBaHa Ana
NOCTPOeHHs KanuOpoBOYHbLIX
KPHBBIX H noayyexrus
KanuOpOBOYHBIX  3HAYCHHMIA  NPH
onpepeneHuH CIEAYIOHX
noxasarenci:

- ATITB/AYTB;

- IPOTPOMOHHOBOE BpeMS;

- MpOTPOMOMHOBBIH NOKa3aTeNs No
KBuky;

- TPOMOUHOBOE BpEMSA;

- AHTHTPOMOUH;

- MAA3MHHOTeH;

- nporeud C;

- YpPOBEHb aHTHreHa ¢axropa
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ABTOMaTMyeckuii tosarynometp «Technology Solution 400». PyKoBOACTBO MO 3KCMayaTauuu

BunnebpaHga (VWF:AQ);
- YPOBEHb aHTUreHa npoTeMHa S
(cBOGOAHOrO).
Habop KOHTponbHbIX mnasm gna  P3H 2020/12097 ot  MeauumHckoe n3genve
NHENKN koarynometpos 30 ceHTAOpA 2020 «TS-KOHTPO/b» MpeAHasHaueHo Anis
«Technology Solution» roga MPOBEefEHVS BHYTPUNabopaToOpPHOro
(TS-KOHTpPO/Ib) rno TY KOHTpONA KayectBa  (Quality
21.20.23-091 -42349142-2020 Control) npw ncecnefoBaHMm
CUCTEMbI remocTasa Ha JIMHeiKe
Mo/yaBTOMaTUYECKMX n

aBTOMATMYeCKMX  KOary/oMeTpoB
«Technology Solution».

Habop atTectoBaH B HOPMa/IbHOM W
MaTo/IONMYeckoM  AmarasoHax o
CNeflyrOLLMM MOKas3aTensm:

- ATTB/AYTB,;
- NPOTPOMOUHOBOE BPEMS;
MeXIyHapoaHoe
HOpPMa/IM30BaHHOE OTHOLLEHME
(MHO);
- NPOTPOMOMHOBbLIN MOKasaTeNb Mo
KBWKYy;
- TPOMOVHOBOE BpeEMS;
(hnbprHOTeH
(MOAVMULMPOBaHHbLIM METOZOM
Knaycca);
- aHTUTPOMOWH;
- NNa3M1HOTeH;
- npotevH C;
- (paktop VIII;
- thakTop IX;
YPOBEHb ~ aHTUreHa  (hakTopa
Bunnebpanga (VWF:AQ);
- YPOBEHb aHTUreHa MpoTeMHa S
(cBO6GOAHOrO).
Ha6op peareHToB Ans onpeaenendns P3H 2020/13132 ot  MeanumHckoe n3penve
aktuBHocTU  (paktopa VIl gns 12 AmBapa 2021 roga  «TS-®aktop VII» npegHasHauveHo
NHENKN Koary/loMeTpoB Ana OnpefeneHns  akTUBHOCTU
«Technology Solution» (TS-®akTop haktopa VIII B nnasme Kposu Ha
VIII) Mo TY NINHENKe MOMyaBTOMAaTUYECKUX W
21.20.23-092-42349142-2020 aBTOMATU4ECKMX  KOary/sioMeTpoB

«Technology Solution». Onpegene-
Hue (aktopa V111 wmcnosnb3yeTcs

30
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Asromaruueckuii koaryiomeTp « Technology Solution 400». PykoBoICTBO 10 IKCILYATRUMN

1S AHArHocTHKM reModunnn A,
I8 KOHTpONs  3aMECTUTEJbHOM
Tepanud OGonbHbIX remoduaueint A
koHueHTpatamu ¢akropa VIII, a
TaKXe AN AMAarHOCTUKM Tpombo-
¢dunum, 0bycnoBaeHHoi
NOBbLILEHHbIM  YPOBHEM  (akTOpa
VIIL

Ha6op peareHToB ans onpeaeneHus

akTuBHOCTH dakropa X ans
NHHERKH KOaryJaoMeTpoB
«Technology Solution» (TS-®akTop
1X) no TY

21.20.23-093-42349142-2020

P3H 2021/13310 ot
28 auBaps 2021 roga

MennumHckoe usaenue
«TS-®akTop [X» npeaHasHayeHo
AN OnpeleNeHUs  aKTUBHOCTH

¢aktopa 1X B nnasme KpoBu Ha
NUHeAKe [ONyaBTOMaTHYECKHX M
aBTOMaTHYECKMX  KOaryJoOMeTpoB
«Technology Solution». Onpeaene-
Hue dakropa IX ucnonbdyercs ans
AWArHoCTUKK remodunann B, ans
KOHTPONS 3aMECTHUTENbHON Tepanuu

60abHBIX remouauer B koH-
ueHrparamu dakropa 1X.
HaGop pearentoB ans onpenenenus | P3H 2021/13401 ot | MeanunHckoe u3aenue

naa3sMUHOINeHa JINHEHKHU
KOaryJioMeTpoB «Technology
Solution» (TS-llna3smuuoren) no

TY 21.20.23-095-42349142-2020

Ans

08 despans 2021

roja

«TS-InasMuHOreH» npeaHasHaueHo
AN ONpCAC/ICHUA aKTHBHOCTH (B
MPOUEHTaX OT HOPMbl) OCHOBHOTO
KOMMNoHeHTa  (PHUOPHHOAUTHYECKOH
CMCTEMbl — TMUJIa3MMHOIEHAa  Ha
uHeiike KoarynioMeTpos
«Technology Solution». Onpenene-
HHE TUIa3MUHOTEHAa  WUCMOJb3YIOT
npu auarHoctuke JIBC-cunapoma u
TpoMOOdHaHi, KOHTposie neueHus

npenapaTamu, aKTHBHUPYIOLLMMHU
¢puOpHHOH3.
Ha6op pearentoB ans onpeaenenus | P3H 2021/13611 ot | Meanuunckoe usaenue

nporeuHa C JAUHEHKH
KOaryJoMeTpoB «Technology
Solution» (TS-[lpoteun C) no TY
21.20.23-096-42349142-2020

Ans

02 maprta 2021 roaga

«TS-[lporeun C» npeaHazHaueHo
ANs onpeaeneHus aKTUBHOCTH (B
NpoueHTax oT HopMbl) npoterHa C

B Mna3mMe KpOBM Ha JIMHE#Ke
KOary/nomMeTpoB «Technology
Solution». [lporeun C - oauH u3
Haubonee BaXXHBIX
¢$u3nonOrHUecKux
AHTHKOArynsHTOB,
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ABTOMaTUNYecKuii koarynomeTp «Technology Solution 400». PyKoBoACTBO MO 3KcMnyaTauum

Habop peareHToB /1S onpeaeneHs
BO/MYaHOYHOIO aHTVKOArynsHTa s

JINHENKN KOary/ioMeTpoB
«Technology Solution»
(TS-Nronyc) rno TY

21.20.23-094-42349142-2020

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

P3H 2021/14378 ot
20 maa 2021 roga

32

CUHTE3NPYIOLWMIACA B MeYeHn npu
yyacTum BuTammHa K. B akTuBHOM

(hopme OH paspyLuaeT
KoarynsuvoHHble (hakTOpbI

cBéptbiBaHMa  Villa un  Va
HacneCTBeHHbIi fepuumnt

npotenHa C nNpyvBOAUT K TPOMO03amM
7 TPOM603MOO/INAM. Yy
HOBOPOXJEHHbIX C  Ae(nLUTOM

npotemHa C BO3MOXHO pa3BuUTHE
(hy/IbMUHAHTHOI Nypnypbl.
MeaunumnHckoe

«TS-/lronyc» npefHasHayeHo A/1a
onpegeneHus BO/IYAHOYHOrO
aHTuKoarynsHta (BA) Ha nnHeiike
Mo/yaBTOMATUYECKMX 7
aBTOMaTMYeCKMX  Koary/iomeTpoB
«Technology Solution» B
CTabuIM3npoBaHHOM LMTpaTOM
HaTpus niasve KposW. B nnasme

n3genve

KpOoBW BA  cBA3biBalOTCA  C
OTpULATENLHO 3apHKEHHBIMN
(hocomnmaamm 7

6en1KoBO-pochoNMNUAHLIMA - KOMM-
NeKcaMn 1 TOPMO3AT aKTUBaLMIO U

B3aVIMOAENCTBME  MeXay  COo6oW
MAa3MeHHbIX (hakTOpOB
cBepTblBaHMA  kpoBW.  Hawbornee

YETKO 3TV HapyLUEHUS BbISBMAKOTCS
B (pochonmnung-3aBUCUMbIX Koary-
NAUMOHHBLIX  TecTax. Hanmume B
nnasme BA  conpoBoxaaeTcs
PeLMANBMPYIOLLMMK  TPOMOO3aMK
BEH W apTepuil, HapyLleHVSMK
MO3roBOro KpoBOOGpaLLeHUst
(ronosHble 60nn, 06MOpPOKN,
AVHaMNYecKme paccTpoiicTBa
MO3roBOro KpoBOoOGpalLLeHus,
napesbl, 3MNUCUHAPOM, HapyLLEeHUs
3peHns 1 ap.), detonnaueHTapHOM
HEOCTaTOYHOCTbI,  MPUBbIYHLIM
HeBblHALLMBaHVEM  GepemMeHHOCTM
(BbIKMABILLN, BHYTpPUYTPO6Has

"5



Astomaruuecxkuit koarviaometp «Technology Solution 400». Pyxoso,1cTBO no JKcnayaraunu

rubdenn nnoja),
TpoMboLHTONEHHEH, peXe — Kpo-

BOTOUMBOCTLIO MHUKPOLMPKY-
JATOPHOIO THMNa, NoJHaNneprye,
ApYrUMH MMMYHHbBIMH
HapylIEHUAMH, HAKJOHHOCTbIO K

passutHio [IBC-cunapoma.
HaGop pearentos ans onpeacncuus | P3H 2021/15119 ot | MeanuuHckoe uzaenue
autn-Xa  akTuBHOCTH  npamseix | 18 aBrycra 2021 ropa | «TS-AnTH-Xa» npeaHazHayeHo Ans
AHTUKOArylAHTOB AN  JIMHEAKH KOJIMYECTBEHHOIO onpeaeneHus
KOarylnoMeTpoB «Technology aHTH-Xa  aKTHMBHOCTH  MPAMbIX

Solution» (TS-AuTuH-Xa) no TY
21.20.23-102-42349142-2021

@HTHKOArynsHTOB B Njaa3M€ KpOBH
XPOMOr¢HHbLIM METOA0OM HaA JIMHENKe

KOaryioMeTpoB «Technology
Solution» npu  koHTpone 3a
NPOBOAUMOiA Tepanuei
aHTUKOAryNaHTaMH, TaKWUMM  Kak
HedpaKUMOHHUPOBAHHDIH n
HU3KOMOJIEKY/ISPHbIE  TEMapHHbI.

NpsaMbI€ OpaJibHbI€ AHTHKOATrYyJIAHTbI

(TTOAK) (puBapokcabaH,
anukcabaH, ¢oHaanapuHykc M
JAPYTHX).
Ha6op kanubGpoounbix nnasm ans | P3H 2021/15136 ot | Meanumuckoe u3aenue
JIMHEAKHU koarynomMeTpoB | 20 aBrycta 2021 roga | «TS-I'enapuH-kanubparop»
«Technology Solution» npeAHa3Ha4eHoO AJA8  NOJyueHUs
(TS-I'enapun-kanubparop) no TY KanMOpPOBOYHLIX  3HAYEHWUH  NpH

21.20.23-103-42349142-2021

onpeaeNeHUH aHTH-Xa aKTUBHOCTH
NpAMBIX aHTUKOAryfAsHTOB
(HedhpaKUMOHMPOBAHHbIHA H
HU3KOMOJIEKYNIIPHBIE TenapuHbl) B
nna3Meé  KpOBH  XPOMOTEHHbIM
METOI0M Ha JHHEHKe
KOaryJoMeTpoB «Technology
Solution». MeauunHckoe wusaenue
«TS-TI'enapun-kaaubparop»
npeAHa3Ha4eHO TOoNbKO A8 Habopa
«TS-AnTH-Xa».

Habop KoHTponbHBIX MNa3M AnA
NHHEHKH KOaryJioMeTpoB
«Technology Solution»
(TS-I'enapun-kontponi) no TY
21.20.23-105-42349142-2021

P3H 2021/15104 ot
16 aBrycta 2021 roaga

MeauuuHckoe

«TS-I'enapuH-KOHTpPOABLY
npeaHa3sHa4eHo [N NpoBelEHUs
BHYTpU1abOpaTopHOro  KOHTpONs
KauyecTna (Quality Control)

H3A€INC
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ABTOMaTUYecKmiA toarynomeTp «Technology Solution 400». PykoBOACTBO MO 3KCnIyaTauumu

Habop kannbposouHbiX nnasm ans  P3H 2021/15411 ot

JINHENKM Koary/ioMeTpoB
«Technology Solution»
(TS-MOAK-kanmbpatop) no TY

21.20.23-104-42349142-2021

Habop KOHTPO/bHbLIX Ma3M A
NINHEVKN Koary/ioMeTpoB
«Technology Solution»
(TS-MOAK-KOHTpPO/b) nm TY
21.20.23-106-42349142-2021

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

23 ceHTa6pa 2021

roga

P3H 2021/15147 ot
20 aBrycta 2021 roga

34

MeAMUMHCKOro  m3genms  «Habop
peareHToB AN onpeaeneHns
aHTU-Xa  aKTUBHOCTM  NPSIMbIX
aHTUKOArynsaHTOB AN NIMHENKN
Koary/1omeTpoB «Technology
Solution»  (TS-AHTK-Xa)»  npw
onpefeneHnn aHTu-Xa akTMBHOCTU

NPAMbIX aHTUKOAarynsiHTeB
(HehpaKLMOHMPOBaHHBIA  FenapuH
(H®IN) ©n  HU3KOMONEKYNspHbIE

renapuHbl (HMIM)) B niasme Kposu
XPOMOTeHHbIM METOLOM Ha JIMHeliKe

Koary/10MeTpoB «Technology
Solutiony.

MeguumHcKoe n3genve
«TS-MNMOAK-kanvbpartop»
npefHasHayeHo 4719 MOMyYeHus
Ka/IMOPOBOYHbIX  3HAYeHWn  npu
onpefeneHn aHTU-Xa akTUBHOCTY
NPAMbIX Opa/ibHbIX
aHTUKOAry/nisiHToB (MOAK)
(anukcabaH, puBapoKcabaH,
(hoHOanapuHykc ©  gpyrux) B
nnasme  KpoBM  XPOMOFEHHbIM
MEeTOLOM Ha NINHENKe
Koary/1omeTpoB «Technology
Solution». MeguuMHCKOe m3aenve

«TS-MNMOAK-Kanmbpatop»

npefHasHa4YeHOo TO/bKO A/ Habopa
«TS-AHTU-Xa».

MeanumHcKoe

«TS-NMOAK-KOHTPO/Ib»
npegHasHavyeHo AN
BHYTPW1abopaTopHOro
KayecTsa (Quality Control)
MeAVLMHCKOro  m3genna  «Habop
peareHToB AN onpesenieHns
aHTU-Xa  aKTMBHOCTM  MPAMbIX
aHTUKOAryNsiHTOB ~ A4/19  JIHENKM
Koary/iomMeTpoB «Technology
Solution»  (TS-AHTK-Xa)»  npw
onpefeneHnn aHTU-Xa akTUBHOCTU
NPSMbIX Opa/ibHbIX

n3penve

MPOBeAEHMS
KOHTpONS




ABTOMBTHYCCK M XOArYROMETD «Technolog_y Solution 400». Pyxo80acTB0 110 JKCIUTYATALHH

AHTUKOATYNAHTOB (IIOAK)
(anukcaban, pusapoxcalaH,
doHaanapHHykc M Apyrux) B
iasMe  KpPOBH  XPOMOTEHHbIM
METOAOM Ha NHHEAKe
KOarynoMeTpos «Technology
Solution.
Habop pearentos ana onpeaenenns | P3H 2021/15490 ot | Meanunxckoe H3neIHe
autureHa ¢akropa BunneGpanaa | 04 okraps 2021 ropa | «TS-BuaneGpaug Ag»
ARA  NMHEeHKH  ABTOMATHYECKHX NPEeAHAZHAYCHO ans
KOAryioMeTpoB «Technology KOMHYECTBEHHOTO onpeaencHUs

Solution» (TS-Bunne6pana Ag) no
TY 21.20.23-107-42349142-2021

autureHa dakropa BunneGpawza
(vWF:Ag) B nnasme xposu. dakrop
Bunnebpanga (vWF) - xpynuniii
MYNbTHMEPHBIH rHKONPOTEHH,
OCHOBHHIMM (YHKUHAMH KOTOPOro
ABNAIOTCA Yy4acTHE B  aare3uu
TpoMBouuToB nyrem ero
CBA3LIBAHUA C rMUKONpoTeHHOM b,
a TAKKE 3aLUTa AHTHIEMODHNBHOTO
rnobyauna OT MpOTeosH3a.
Onpeaeneune vWF:Ag sssrerca

OAHUM H3 Hanbonee
BOCTPeOOBAHHBIX METOA0B
OUATHOCTHKH  TeMOpParHyeckoro
3aboneBaHus, B OCHOBE KOTOPOTO
nmeerca AeDHUHT UK
(pyHKUMOHANBHAA
HenonHoueHHocTs VWF  (Boaesnn
BunneOpannaa, CHHAPOM
BunneGpanna). Kpome Ttoro, srvor
MeToA uenecoobpazHo
MCTIONB3OBATE  JUI KOHTpPOJIA
spPexTnHOCTH neyeHus
YKa3aHHOH NareAOTUY
KOHLIEHTpATaMH ¢akropa
Bunanebpanaa.

HaGop peareHToB | P3H 2022/16545 or | Meanuunckoe H3Ae/Ine

KONIYHECTBEHHOIO onpeaenexua | 15 ¢eppana 2022 | «TS-®ubpuu-MOHOMEP»

oM Ha Koarynomerpax | roga NpeaHa3HauYeHo Ans

«Technology Solution» KOJTMMECTBEHHOTO onpeseNieHun

(TS-Oubpun-moHomep) mo TV hHOpHH-MOHOMEPOB (PM),

21.20.23-113-42349142-2021

HaxXomamyuxces B MJjasMe  KpoBH

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




ABTOMaTUYeckunii koarynomeTp «Technology Solution 400». PyKoBOACTBO N0 3KCMAyaTaumm

yenoBeka mM60 B CBOGOAHOM

(hopme, nméo B cocTase
PacTBOPUMbIX

(pMOPUH-MOHOMEPHbIX  KOMI/IEKCOB
(POMK) METOLOM
UMMYHOTYPOUANMETPUN Ha
KoarysioMeTpax «Technology
Solution». OnpegeneHve ®M nmeet
3HayeHue npu pasNYHbIX
BapuaHTax BHYTPUCOCYAMCTOrO

CBepTbIBaHMS  KpoBW  (TPOMOO3bI
MarucTpanbHbiX cocynos, T3JIA,
OBC-cvHApom), B TOM uucrie npu
MPYMEHEHNN aHTUKOArynsHTOB.

Ha6op KOHTpO/bHbIX Miasm gia  P3H 2022/19288 or  MeauvuyHckoe nsaenue
KOMMYecTBEHHOro  onpefenenust 30 Aekabps 2022 roga  «TS-PUEPUH-MOHOMED  KOHTPO/b»
OM Ha KoarysiomeTpax npegHasHayeHoO A1 NpoBeAgHUA
«Technology Solution» BHYTPWUIabopaToOpHOro  KOHTPONS
(TS-PUGPVH-MOHOMEP  KOHTPO/b) KayecTsa (Quality Control)
rno TY MeauLMHCKOro  u3genuns  «Habop
21.20.23-115-42349142-2021 peareHTOB A1  KOMMYECTBEHHOIO
onpeneneHns oM Ha
KoarynomeTpax «Technology
Solution» (TS-PUOPUH-MOHOMEP)».
MeaunynHckoe n3penve

«TS-PUOPVH-MOHOMEP  KOHTPO/Ib»
npefHa3Ha4yeHo TOMbKO A1 Habopa
«TS-DPUOPUH-MOHOMEP».

Habop KanmbpoBouHbix nnasm ana  P3H 2022/19253 ot  MeauumHckoe nsgenve
KO/MMYECTBEHHOrO  onpefeneHus 27 fekadps 2022 roga  «TS-®nOPHUH-MOHOMED
oM Ha KoarynomeTpax Kanmbpartop» MpefHa3HayYeHo [4/1s
«Technology Solution» nony4eHns KasIMB6POBOYHbIX
(TS-DU6PUH-MOHOMED 3HaYeHWA MpU  KOMMYECTBEHHOM
Kasmbpartop) no TY onpefeneHuy  (PMOPUH-MOHOMepa
21.20.23-117-42349142-2021 (PM) HabopoMm
«TS-PrU6PUNH-MOHOMEP» Ha
Koarynometpax «Technology
Solution».
Habop peareHTOB ana  P3H 2022/19267 ot MepguuuHckoe nsgenvie «TS-TIA®»
KO/IMYECTBEHHOIO onpeaeneHus 28 aekabpa 2022 roga  NpeAHa3HauveHo ans
nae Ha KoarynomeTpax KOJIN4YeCTBEHHOIO onpeaeneHnsa
«Technology Solution» (TS-MNA4®) NpoAyKToB Aerpafaunm
no TY (mnbpuHoreHa n puobpuHa (MAP) B

36
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ArToMatnyeckuii koarynometp « Technology Solution 400». PykoBoacTBO no JKCIL1yaTauuu

21.20.23-114-42349142-2021

njasMe KpoOBH 4Y€JIOBEKaZ METOIAOM

UMMYHOTYpOHIUMETPHH Ha
KoaryJoMeTpax «Technology
Solution». nae ABJIAIOTCSA

MapKepOM aKTHBALMH CBEPTLIBAHHS
KpoBH M (PUOPHHONH3A, MOCKOJLKY
oHU (opMHPYIOTCS B KPOBOTOKE B

pe3y/nbTaTe  JIM3Uca  MIa3MHHOM
¢ubpuHoreHa u ¢pubpuHa. Buicokuii
YPOBEHb naoe 6yaet
perucTpupoBatbcs y O6oabHBIX ¢
TpomGo3amn,  TpomMOGOIMGONUAMH,
JABC-cunapomom pa3MyHOro
reHesa.

Habop kanuOpoBouHbIX nnasm s

KOJTM4ECTBEHHOIO onpeseneHUs
naoe Ha KOary/loMeTpax
«Technology Solution» (TS-I11P
kanubparop) no TY

21.20.23-118-42349142-2021

P3H 2022/19284 ot
30 nexabps 2022 roga

MeauumnHckoe usaenue «TS-I11PD
kanubparop» npeaHa3Ha4YeHO 1S

nosy4eHus KaaubpOBOUYHBIX
3HaYEHUH NpPU  KOJHYECTBEHHOM
ornpeaeaeH!H NpPOAYKTOB
aerpafauuu ¢uOpuHOreHa "
¢ubpuHa (nae) Habopom
«TS-I1AP» Ha  KoaryromeTpax

«Technology Solution».

HaGop koHTposmbHbLIX mnnasm ans

KOJIHYECTBEHHOIO onpeaeneHus
naoe Ha Koaryaomerpax
«Technology Solution» (TS-T11®
KOHTPOJIb) no TY

21.20.23-116-42349142-2021

P3H 2022/19286 ot
30 nexabpsa 2022 roga

Menuuunckoe wusgenue «TS-I11D

KOHTPO/IL»  MpPEAHAa3HAYEHO  AnA
nposeaeHus BHyTpuiabopaTtopHoro
KOHTpOAA KayecTBa (Quality
Control) MeauuuHckoro usaenus
«Habop peareHToB ans
KOJIN4YECTBEHHOTO onpeaeneHus
nae Ha KoarynomeTpax

«Technology Solution» (TS-IT1®)».
MeaunuuHckoe wuzaenue «TS-TI11P

KOHTPOJb» TPEIHA3HAYEHO TONBLKO
ans Habopa «TS-T1D».

Kiogera OAHOpa3oBass Ans JIMHEHNKH

KOaryjaomeTpoB «Technology
Solutiony, B BapHaHTax
MCTMOSTHEHHA:

- Kioseta oanopaszosas  ans
KOarynaomMeTpoB «Technology

Solution 60», «Technology Solution
190», «Technology Solution 400»:

P3H 2020/10843 or
17 wmons 2020 rona

Meauuunnckoe usnenave «Kioseta
OJHOpa30Bas ans JIMHEAKH
KOarynoMeTpos «Technology
Solution»»  npeaHa3HaueHo  Ans
pa3MmeillleHHs  oOpa3suoB  MuasMmbl
KpOBH 7 peareHToB, ux

nepeMellMBaHUs M HCCNEA0BaHHA
npo6 naa3Mbl KPOBH N0 METOAUKAM

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
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ABTOMaTHyecknin koarynometp «Technology Solution 400». PykoBoAgcTBO MO 3aKcnayaTauum

K2 (700 mkn) - 1000 wr. B KOoary/sioMeTpMyeckoro aHaamsa Ha
YMaKOBKe. NNHeNKe Koary/omeTpoB

KioBeta  ofHopasosad A/ «Technology Solution»:
KOoary/ioMeTpoB «Technology «Technology Solution 4»,
Solution 60», «Technology Solution «Technology Solution 60,
190», «Technology Solution 400: «Technology ~ Solution 190,
K2 (700 mkn) — 1500 wuwm B «Technology Solution 400».
YMaKOBKe.

- KtoBeTa ogHopa3oBas s

KoarynomeTpoB «Technology

Solution 60», «Technology Solution

190», «Technology Solution 400»:

K3 (1 mn) - 1000 . B ynakoBKe.

- KtoBeTa ofjHopa3oBas /14

KoarynomeTpoB «Technology

Solution 60», «Technology Solution

190», «Technology Solution 400»:

K4 (1,5 mn) - 500 L. B yrakoBKe.

KioBeTa  ofHOpasoBas  AnA

Koary/1oMeTpoB «Technology

Solution 60», «Technology Solution

190», «Technology Solution 400»:

K5 (2 mn) - 400 LUT. B yraKoBKe.

«[MpoMbIBOYHbIA  pacTBop no TY P3H 2019/9048 ot 04 MeaunuymnHckoe nsnenve

21.20.23-001 -34065548-2019» mas 2021 roga «[POMbIBOYHBIA pacTBop»
MPVYMEHSAETCA B KaYeCTBE MOIOLLErO
N Le3VHPUUMPYIOLLEro  peareHta
N1 OUYUCTKM [O3MPYHOLLMX CUCTEM
JIHENKM Koary/nomMeTpoB
«Technology Solution»
(«Technology Solution 60,
«Technology Solution 190»,
«Technology  Solution  400»),
KoarynomeTpoB «AK» 1 «Insula
500,

Mpn nosiBNEHMM HOBLIX HabopoB NMHeNkK «Technology Solution» nonb3oBatenu GyayT
MH(OPMUPOBaHbI aBTOPM30BaHHbIM MpeacTasuTeneM B PP OOO «J1labopaTopHble peLLeHUs»
uepes OdumumansHoe YyBedOMEHME, MO0 Ha oduumasibHOM caiite  www.labsoiution.ru,

Www./1ab-peLueHune.pd.

1.9. KoHmrypaums MK
YnpaBneHne  aHaM3aTopoM  MPOMCXOAUT  MporpaMMHbIM  obecriedeHnem MK

38
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ABTOMATHYCCKHHA KOATYIOMETP «Twhnology Solution 400». Py«080CTBD RO IKCILTYATALAH

Pexomennyeman kongmrypauus IK ulrmagut cneayroum oopasom:

Mpoueccop: 1,6 ITu unu Buiwse; namats: 2 I'B nnw setine; HDD: 120 I'b uawn eeite.
Pazpewneswe aucruiea: 1600 * 900; OC: Windows 7 / 8.1/10/Ultimate unn seime. Hanuuue
oaHOro ceresoro HHrepdeiica (ucnonblyercs ANA noAKMoMeHWR npubopa) M 4 nopra
wutepdeiica USB.

I'nasa 2. llpunuun paborsl

2.1. IIpouecc Koarynsanuu

o
Obpasey { \ k
~f &
r};‘."___

LY

“Q Wcrounns ceera

DoTOANOA,

Pucynok 2-1. CxeMa CBETOBOTO 10TOKA NPOLIECCa KOAFYASALUHH.

B onTHueckol cHCTEME METOA KOArynAUMY Ucnons3yetcs 90 % onTHYeckoro pacceaHus
+ % or koHeyHO#H TOukH. MICTOUHMKOM CBeTa ABIACTCA YABTPa ApKUA KpacHeil ceeToaMon ¢
AnvHOW BONMHBI 660 HM, ¢ QMILTPOM BBICOKOTO paspeilicHus. CBETOBOH (QWILTP HANpaBaseT
CBETOBOH MOTOK HA PEaKUMOHHYIO cMech, DOTOAMOA MPHHUMAET PACCEAHHBIH CBETOROH MOTOK
noxn yraoM 90° u npeoSpasyer ero B anekrpuyeckuit curxan, INocne npeoGpazoBaHus CBETOBONO
noToka B UH(POBOI CHFHAN KOMTIBIOTEp 0OpabaTLiBACT AaHHLIE, CTPOMT KPHBYIO KOAry/suuWH W
OMPEACAAET BPEMA KOAryNSUHH MO METOAY NPOLIEHTA KOHEHOH TOUKY.

MHTeHCHBHOCTD pacceHBaHHR

Pucynok 2-2. [NpoueHTHLI METOR KOHEUHOI TOUKY

3a npoueHT Geperca BpeMa CBEPTLIBAHMA.
B MomeHT, KorAa peareHT TONBKO J0GaBAEH, YPOBEHL PAcCESHHOTO cReta Oyzer
cocTarnate 0 %, korma xe peakuus CBEPTHIBAHWA 3aBepluuTcs, ol Oyaer cocrasnats 100 %.
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ABTOMaTUNYeckuii koarynomeTp «Technology Solution 400». PykoBoACTBO MO 3KcnyaTaLum

OcHoBbIBasACb Ha KpI/IBOI7I peakunn, BpPEMEHEM CBEPTbIBaHUA MOXXHO CUYMUTATb BPEMSA, KOrja
WHTEHCUBHOCTL paccedHus LOCTUraeT OnpeaeneHHOro TeCTOBOro MpoLeHTa. Ha pucyHKe Touka
Koarynaumn ycrtaHosneHa Ha 50 % M nonb3oBaTeslb MOXET HacTPOUTb MPOLEHTHOE 3HauveHue
TOYKM Koarynauum nnsa Kaxaoro BpPEMEHW B 3aBUCMMOCTU OT KOHKpETHOI7I cuTyauun. Yem

MeHbLLIE 3HaYeHVe, TeM Kopoye OyaeT Bpems pesy/ibTara.
TeCTbl, KOTOPbIE OCHOBbLIBAKOTCA Ha aToM MeToge: PT, APTT, F1B, TT, PCco, PSco thakTopsb!
ceeptbiBaHus (11, V, VI, VI, X, X, XI, XI) nT. 4

2.2. XpOMOT€eHHbIA 1 UIMMYHOTYPOUANMETPUYECKNIA METOL,

[fanoreHoBas namwna  PUNLTP Orrrnyeo(0B BOSIOKHO  PeBM3NOHHAA (hOTOANOA
CMecb

PUCYHOK 2-3. MpUHLMMNManbHasi CXema CBETOBOTO MyTU /151 XPOMOTEHHOIO 1
VIMMYHOTYPOUAMMETPUYECKOrO MeToaa

OnTnyeckas cucTeMa XPOMOFeHHOro MeToja M MeTofa WUMMYHOTYPOVAMMETPUM UCMOMb3YeT
METOZ, ONTUYECKOro norsolleHns. CBeTOBOM MOTOK MCMO/b3YeT CBETOAMOL U OMTUYECKOE BOIOKHO,
MPYMeHss, OAHY U3 YeTblpeX AnmMH BonH 405/575/660/800 HM. CBeT OT CBETOAMOAA NMPOXOAUT CKBO3b
(UbTP U 4Yepe3 OMTUYECKOE BOIOKHO MOAXOAMT K 06pasuy. POTOAETEKTOP MPUHMMAET CBETOBOE
Mor/noLlleHne 1 npeobpasyeT ero B 3/MeKTpUYecKuidi  curHan. [locne  aHanoro-uupoBoro
npeobpa3oBaHMsi  KOMMbIOTEP 00pabaTtbiBaeT fAaHHble, PEerncTpupyeT W3MEHEHWsi  OMTUYECKOM
MIOTHOCTU B MUHYTY W WCMO/b3YET CBA3b MeXAY M3MEHEHVSAIMU MOr/OLWEHNS U KOHUEHTpaumen (m
MPOLEHTHOM aKTMBHOCTbIO) [N MPOBEPKM  KOHUEHTpauunm (MM NPOLIEHTHON  aKTUBHOCTY
uccnefyemoro obpasua.

XPOMOreHHbIA  MeTOf MpeAcTaB/isieT COOO0M  MCMO/Mb30BaHWMe MPUHLMMIA  KONOPUMETPUU 1S
n3vepeHVs nornoweHns ceeta (405 HM) XXWMAKOCTbIO B KioBeTe. KONMYeCTBO CBeTa, KOTOpPOe
[JoCcTUraeT (hoTofeTekTopa, NpPeobpasyeTcs B 3MEKTPUYECKMIA CUTHa, KOTOPbIA NpPOnopLMOHaneH
aKTMBHOCTY (pepMmeHTa.

TecTbl, KOTOpble OCHOBbLIBAtOTCA Ha 3ToM MeToge: FXIII, AT3, Pig, PCch, Hep, a2 AP.

MeToL, WMMYHOTYPOVMAMMETPUM OCHOBaH Ha W3MEPEHUM TOI/OWEHNS U paccemBaHus
MOHOXPOMAaTUYeCKOro CBeTa B3BELUEHHbIMM YacTvuami, 06pasyeMbiMM B MPOLECCe  peakumu
aHTUreH-aHTUTeNo. [poMCXOAWT  U3MEHeHMe OMTWUYECKOM MIOTHOCTU  Cpedbl, [AeTeKTUpyemoe
(hoTomeTpuyecku. [locne WHKybGauun MasMbl B TEYeHUE HEKOTOpPOro BpemeHu, [06aBnseTcs
CTaOMIN3NPYIOWMIA peareHT U peareHT 4YyBCTBUTE/IbHbIA K aHTUreHy. 3aTeM peakUMOHHas CMeCb
MOMELLRETCA B W3MEPUTENbHYHO SYeilKy C onpefeneHHo AnvHbl BonHbl (575/660/800 HVM B
3aBMCUMOCTM OT MapameTpoB, 33faHHbIX B MPOTOKONE TecTta) M (POTOMETPUYECKN PErucTpupyeTcs
M3MeHeHWe MOr/IOLLEHNSA CBETA, BbI3BaHHOE peakLMeil aHTUreH-aHTUTENo.

TecTbl, KOTOpble OCHOBLIBAtOTCA Ha 3TOM Metoge: D-dimer, FDP, PS, VWF Ag, FM.
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Asrosarnueckuit koarysonesp «Technology Solution 400». PyxosaacTso 1o axciuryarauns

2.3. Mpouecc H3MEPeHHS B NPACYTCTBHH PAINYHNX HHTepdepenTon

Tectupoeanue o6pazua B NPHCYTCTBAH HHTEP(HEPEHTOB MPOHIBOAWTCA MOCPEACTBOM HIMEPEHUS
ONTHYECKOrO NornolweHns obpasua Ha Tpex AnmHax BoaH (405 um, 660 um, 800 um). Ias
PaziHYHBIX HHTEPPEPEHTOB, METOAB! MPUMEHSIOT ONpeACACHHEIH HaboOp ANKH BOJH, KaK NPaBuro
B KXa0M Metone ans pabotel ¢pyukunuu HIL npumenseTcs OCHOBHAA M ZOTIONHHTENBHAA ANHHI
Bo/IH. [lepeueHb BOIMOXHBIX WHTEP(EPEHTOB H COOTBETCTBHE Tpelyemoit AnvHLI BOMHBI
npeacrapnaeHe! B TabaKLe HUXeE.

Jnuna

Hurepdepent BOMHBL
Tpurnuuepuasl 660 um
Tpurnunepnap! + reMornio0uH 800 sm
Tpurauuepuap: + remornodu + Sunupydun 405 um

Hactpofika ¢ynxkuun HIL BeinonHseTcs cneUHaTHCTOM ABTOPH30BaHHOTO npeacrasuteis & PO
000 «JlaboparopHbte pelieHBa» BO BpEMA BBOAA B IKCITYATALMIO AHAMIATOPA.

Onpenenenne Hanuuus B oOpasue HMHTEP(EPECHTOB, KOTOPLIE MOTYT MOBAMATL HA PE3YNLTAT
TECTUPOBAHHUA BHINONHAETCH BO BpeMs nmpoGomoaroroeku. B ciyuae, ecny, oneparop 3amevaer,
uTo o0pazen umeer MHTEPPEPEHTL, OH AOMKEH BO BPEMA HAZHAYECHHUN 3aaHHUA ANA JAHHOTO
ofpasua ycraHosurs (pniar, TpeGyrowmii BLINONHUTL TECTUPOBAHHE C MPHUMEHEHHEM (QYHKLMM
HIL.

HazHauenne recraposanns o6pasua ¢ npumenennem ¢pynxunn HIL

Hna npumenenna ¢pyukunu HIL po Bpemsa TecTupoBanka obpasiia BLINOAHKTE IATH, YKAZaAHHbIE
B NyHKte 7.5 HacTOAluero pYKOBOACTBA, 3aT€M YCTaHOBHTe ¢nar B okowke, oGo3HawalouieM
axrusaumio pyakuny HIL. Ha pucyrke Hywke ycranoska dnara BolAeneHa NPAMOYNONbHHKOM.
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ABTOMaTUueckuii koarynometp «Technology Solution 400». PykoBOACTBO MO aKcnyaTayum

O6pBaendLL 106»<»enmmMackn

);I’]:I‘K'W npooa®MMiMi
VI»
4 uKirweoettA
TecTa
5 KNoTUTO«K>1X
MakeTHbI Konnuectso
CoxpaHutb

PucyHok 2-4. AkTmBauma yHKumm HIL
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Asromarnueckuii soaryrometp « Technology Solution 400». PyxoBOACTBO NO IKCANYSTALHA

I'naBa 3. Yeranoska npubopa

3.1. PacnakoBka npulopa
3.1.1. Irannt pacnakoBKu

Pacriakyiire npuGop # yaanute marepuan Ang TpaHCHOPTHPOBKH. CoxpaHsiite Bce
YNaKOBOYHLIE MATEPHANH W MaTepuanbl AMA TPAHCMOPTHPOBKH B Cily4vae BO3MOXKHOH
nepero3ky npubopa.

1) KopoGka ¢ npuGopoM JoMXKHA CTOATS NPAMO, @ CTPEIKM JOMKHbI OuTh
HANpapneHbl BBEPX.

2) C noMOIBIO HHCTPYMEHTOR OTKpoiiTe OoKxoBhie CTEHKM fUIMKA, BBIHBTE
NPHHAMIEKHOCTH W NPOBEPETE KOMILIEKTALHIO COMMIacCHO macnoprta Ha npubop. B ciyuae
OGHAPYNEHUA HAPYIUEHHA KOMNJIEKTALMH, HEMEJJICHHO CBAXHTECH C AMCTPHOBIOTOPOM
WAK ¢ npeAcTasuTeNamMi O6mecTsa ¢ orpaHuueHHolt OTBeTCTBEHHOCTBIO «JlaGoparophbie
pewenna». [poBeprre coaepxKMoe B YNAKOBOUHOM HAWMKE H yOeaAUTEeCH, uTO B HEMo
BKNIOYEHO Cliepyiomiee:

1. AeTomMaTnueckHid koarynomerp «Technology Solution 400» - 1 wr.
2. PyxoBoacTso no skcrunyaraum — | wr.

3. INacnopr npuGopa ~ | wr.

4. Cunosoit xkabeab — | w.

5. lNpeaoxpanurens 250 B — 10A -2 wr.

6. KaGens LAN ¢ MarHuTHBIM konbuom — 1 wim,

7. EMXocTb AN AMCTHANUPOBAHHOI BoAk! (C KpbiWIKOH) — | wT.

8. Emxoctb A1 OTX0A0B (C Kpbiiukoii) — 1 wiT.

9. Iposoa AAS NPOMACTKH UL — ] T

10. BenoMmorarenbkas pyyxa A1 TPAHCTIOPTHPOBKH — 4 1T.

1. UWrarne ans npoGupok — 15 wir.

2. CoeanHdTens Ang wnara —2 Wr.

3. ®uastp ana soan T33 — 1 wr

14. Tepexoauuk ¢ RJ45 na USB 3.0 - 1 wr.

15. Asyxcroporuufi xnanas — | wr.

16. Tpotiuuk — 1 wr.

17. Winaur ana xuaxocrei (7 m) — 1 wr.

18. lllnanr ana xuakoereit (1,5 M) —2 wir.

19. AnanTep ana rakoHOB (NMpH HEOOXOAUMOCTH) — 2 WIT.

20. Yaweuka ana obpasuos C1004 (npu veobxoanmoctu) — 100 wT.
21. MaruuTHaa Metanka (Npy HEOOXOAUMOCTH) — 2 LWIT.

22. Haknelixa ana peareHToB (Npy HEOOXOMUMOCTH) — 3 INT.

23, dnaxon 50 mn (npr HeobxoaAMOCTH) — 2 LUT.

24. CD ¢ nporpamMMHbIM ofecneueHnem (npu HeobxoaumocTu) — | T
25. Cxanep WwTpUX-KozAa aAna peareHToB (Npy HeoGxoauMocTy) — | T,
26. CxaHep wTpux-Koaa ana oOpasuos (npx HeobxoaumocTH) — | wr.
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ABTOMaTUNYECKMNiA KoarynomeTp «Technology Solution 400». PykoBoAcTBO Mo aKcnyaTayum

3) CHUMWTE YMaKOBOYHbI/A MOPOsIOH. V3BnekuTe Nprbop 13 TPaHCTOPTHON Tapbl 3a
creumanbHble PyYknM B HWKHE yacTu npubopa Mo o6erMm CTOPOHaM MpK MOMOLLYM Kak
MUHUMYM 4 YerioBekK.

BHuMaHue: MNpuHaAne>X>HOCT U JOM>KHbI COOTBETCTBOBATbL KOMNAEKTaUUn B
nacnopTe npubopa. Ecnu Kakoi-nmbo KOMMNOHEHT OTCYTCTBYeT, NOBPEXKAEH UM He
COOTBETCTBYeT KOMMMeKTaumm B nacnopTe npubopa, obpaTunTeECh K
ANCTpnGbIOTOPY UM ABTOpPU3OBaAHHOMY npeacTaBuTent B P®. [o>kanyihcTa,
npaBuUNbHO XpaHWTe YNakoBKY O/ AafibHeliweld ynakoBKW UM T pPaHCNopTUPOBKMU.
OKpy>katlas TPaHCcnopTUPoBOYHas cpeja ans npubopa: TemnepaTypa -20 °C ~55 °C,
OTHOCMTEe/bHas BNa>XHoOCTb A0 < 85 %, 6apomeTpuyeckoe gasneHue 50 kla -- 106
kMa, Bo BpemMsa TpaHCOOPTWUPOBKM 06paTUTE BHUMAaHME Ha WUKOHKU «Bepx»,
«Xpynkuii», «bepeuyb 0T f[o>KAA W Barn», «He KaTWTb» Ha YynakoBke U

TpaHcnopTUpyinTe NpMbop B COOTBETCTBUM C TPeOGOBAHUSMMU,

3.1.2. YcnoBusa nepeBO3KU

e [lepea TPaHCMOPTMPOBKOA npubopa, ybeauTecb, 4YTO OH 3aKOHCEPBMPOBAH,
NPO600TOOPHUK Y peareHTble 30HAbI HAXOAATCS B MOAHATOM MOMOXKEHUMN.

e [pn HOpMasbHbIX YCMOBUSX AN MEPEBO3KN Ha HEeBOMblUME PACCTOSHWUA MOryT
CMO/Nb30BATLCA TENEXKMN U ApYrie TPaHCMNOPTHbIE CPeaCTBa.

e B TeuyeHMM BCel TPaHCMOPTUPOBKM npubopa YaAensinTe 0coboe BHMMaHMe
COXPaHHOCTWM  MepedHelt MaHenu, MNPO600TO0PHNKY W peareHTHbIM — 30HAaM ”
COeVHUTENbHbIM 3N1EMEHTAaM XXNAKOCTHOW CUCTEMbI Ha 3a[IHE NaHenwu.

e B0 Bpems Norpy3o4HO-pa3rpy30uHbIX paboT W TPaHCMOPTUPOBKM HEOOXOAMMO
AepXXaTb Nprubop B BEPTMKAbHOM MOSIOXKEHWN, HE HAK/OHSATb, He MepeBopaqMBaThb.

e Mo BO3MOXHOCTM Wu36eraTb BMOpauuin. [Mepef MoOCNeLyHOWEN 3KcnyaTaumen
nprubopa pekoMeHAYyeTCs NPoBepKa 1 KanbpoBKa.

BHMMaHMe: CoxpaHsiiTe ynakKoBOYHbIM AWWK ANA TPaHCNOPTUPOBKU Ha
6o/sblINeE paccTOSAHUSA. He fonyckaeTcs nepeMelleHne npubopa 6e3 npeaBapuTedybHOro
corflacoBaHusi CepBUCHOW e3y>k6bl ABTOpPM30BAHHOro npeacTaBuTens B P® 00O

«J/labopaTOpHbIE peLleHUs».

3.2. YcnoBus yCTaHOBKM UM sKcnlyaTaums npuobopa
ABTOMaTMYecKuiA  koarynometp  «Technology — Solution  400»  gomkeH

yCTaHaB/NBaTbCA KBaJ'II/I(*)I/ILl,I/IDOBaHHbIMVI cneuvanuctamu. Korpa HEO6X0,£I,MMO CMEHUTb
MECTO YCTaHOBKU npl/l6opa, TaKXKe CBSXXUTECH C KB&I'IVIdJVILI,VIpOBaHHbIMVI cneunainctamu.
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AsToMaTHucCKnit xoarynomerp « Technology Solution 400». PyxoBoAcT20 00 3xCrulyaTaLMH '

HeofxoaMMo OTMETUTB, YTO €CAH BO3HMKNH HEHCMPABHOCTH, KaK pe3ynbrar
NepeMelieHHA cUcTeMbl Ge3 MpeABapHTENBHONO COMaCOBAHMA C CEPBHCHOH CclywOoi
ABTOPH30BaHHOIC NPEACTABHTENR, NPOBEACHHOR NOMBL3OBATENEM, 3TO BEACT K NOTEpe BCEX
rApaHTHRHLIX 0043aTENLCTB, JAXKE, €CAH HE HCTEK CPOK MApPaHTHH,

Jna Toro uytobw yGeauTsCR 8 NpaBUALHOCTH pabotel npubopa, HeoOXOAMMO MOMECTHTH
1o Ha paBouyto NOBEPXHOCTb, OTBEHAIOLLYIO CACAYIOIUKM TPeOOBAHHAM:

e Baany oT npAMBIX COAHEYHBIX NY4EH;

o OTcyTCTBHE NbINY;

o OTCyTCTBHE CHABHOTO 3EKTPOMATHHTHOIO M3NYHEHHA;

s He wucnonssyiite maHHuif npuGop npH HM3KOH OTHOCHTENLHOH BIAXKHOCTH
BO3AYXa, OCOGEHHO npu HaMHYMH BONM3W HETO CHUHTETHYECKWX  METepranoB
(cuHTeTHYECKON 0K, KOBPOB M T.N.), MOXKET NPHUBECTH K OIMMOOUHBIM PEe3ynsTaTaM
H3-32 BAHAHKUA MMEKTPOCTATHYECKHX Pa3ps/ioB.

o Cerepas po3eTKa C 343eMACHHEM JO/DKHA HAXOAWTLCA B HEMOCPEACTBEHHOM
6auzocTu ot npubopa,

¢ Ocrapsre AOCTATOMHO MecTa Ans pabothi W oOcayxueanua. Cosnasas ycioBus
ana TeriooGmena paGoraiowmero npubopa, octasste npubax3uTenbHo No 50 ¢M OT cTeH a0
3aaHed nauend, 60xos, Bepxa npubopa. [ToBepxHOCTh AOIDKHA BRIIEPIKATh He Menee 300
Kr;

» [loMelleHHe NOMKHO XOPOWO NPOBETPHRATLCH;

» HasberaiiTe upesmepHo#i BAAXHOCTH M BLICOKUX TEMMNEPATYp;

* HaGeraiire BHGpaunit 1 TPACKY.

o Tlpuop nmomxen OuTe ycTaHomleH Ha poBHO# paGoueli nosepxHocTH, Ge3
HAKNOHA H HEPOBHOCTEH

U3roToBUTENh HECET OTBETCTBEHHOCTh 3a NPEROCTABACHME NOTPEOHTEMO WK
38KA34MKY MHGPOPMALNK 06 3NEKTPOMATHATHON COBMECTHMOCTH 060OpYNOBAHHS.

MNotpeGurens HeceT OTBETCTBEHHOCTL 38 NOMACPKAHHE INEKTPOMATHHTHON
obcranoBkM ans  ofopyaosaHus, obecneunparouiedi COBMECTHMOCTb, IPH  KOTOpO#
06opyaoBaHHe JOMKHO HYHKUMOHUPOBATH B COOTBETCTBHM C €10 HA3HAYCHHEM.

Buusmanue: 1) Jannsiii npubop pabomaem npu memmnepamype oKpyycawuwiei cpeds:
15°C ~30 °C u snaxncnocmu < 70 %.

2) Hocne ycmanosku usbezatime wacmozo nepemewsenun npubopa. Jns ezo
nepeMeienin  UCnOALIYImMe yCmoivueyio meiexcKy. Y2on RaAKAoOHaG He OORMNceH
npesstueams 15°

3) VYemanoexa u nepemeigenue GMROTHAEMCH KEATUDUUUPOSARHMIMU
cneyuanucmamt.
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ABTOMaTUYeckuii koarynometp «Technology Solution 400». PykoBoACTBO MO 3KcnayaTauum

3.3. TpeboBaHUSA K UCTOYHUKY MUTAHUSA

. 100B-240B
« 50Ty/60 My
« 1000 BT

TpebyeTcs n3beratb KonebaHWin HanpsXKeHUs 1 c60st NUTaHK.

Mpepynpe>kaeHue:
1) NCTOYHUK NUTAaHUA NepeMeHHOro TOoKa A0/>KeH 6blThb XOpOWO 3a3em/ieH

(Hanps>keHune 3azemsieHnss <5 B).
2) WCTOYHUK nuTaHuma [o/dKeH OblTb cTabusieH npu  coyeTaHum cC

anekTponpubopamm BbICOKOW MOLLHOCT U.

3) Mpwn obHapy>keHUU AbiMa, Pe3KOro 3anaxa Man HeobbIYHOTO WyMa MCXOLALWNX
0T npubopa, HeEMeANEHHO OTKAKUYMTE NMTaHue N obpaTuUTecb B CEPBUCHbIN LEeHTP
ABTOpPN30BaHHOIO NpeacrasnTensa sP®.

4) [na OTK/AKWYEHUs LWHypa MNUTaHWsA, aKKypaTHO MNOTHAHWTE 3a BUAKY,

nep>KaThbCA HeMocpeACTBEHHO 3a WHYP KpaliHe He peKoMeHayeTcs.

5) He oOTKpblBaiiTe 3aHIOI KPbIWKY, 6GOKOBYI KpbIWKY WX NaHesb

BK/lOYEHHOr o npubopa.s

BHumaHwne:
eABTOMaTMN4Yeckuin koarynomeTp «Technology Solution 400» cooTBeTCTBYeT

TpeboBaHUAM K M3.YyUYEHNIO U MOMEXOYCT ONYNBOCT U, N3MO>KEHHbIM B GB / T 18268.1 1
GB / T 18268.26. CmoTpuTe Tabnuubl 3-1, 3-2.
® [onb3oBaTeNlb 06A3aH 06ecnedynTb 3eKTPOMArHUTHYH COBMECTUMOCTb

cpefbl KoarynomeTpa, YT o06bl OH paboTan HopMasbHO.

A Mpegynpe>k geHune:

e ABTOMaTMn4Yyeckniht koarynomeTp «Technology Solution 400» paspaboTaH #u
nporecTunpoBaH Kak ob6opypoBaHue knacca A, ykazaHHoe B GB 4824. Mcnonb3oBaHue B
AOMALWHUX YCNOBUAX HEe MPEAYCMOT PeHO, TakK Kak npnbop MO>K eT Bbl3BaTbpaguonomMmexu.

e cnonb3oBaHne KoarynomeTpa pPAfOM C WUCTOYHUKAMM CUNBHOTO MW3NYyYeHUA

(TakKuMu Kak Hes3KpaHWpoBaHHble WUCTOYHWKM) 3anpel,eHo, B MNPOTWUBHOM Chydae

HopManbHas paboT a Nnpu6opa MoXKeT 6bl Th HapylleHa.
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Apromatuucckiit xoaryiaometp « Technology Solution 400%». PykoBoacTBO 110 IKCnRyaTaunn .

Tabnuua 3-1.
J/1IeKTPOMArHHTHOE H3JIyYeHHe
Hcnbitanue Ha BoIGpOCH Cobmoaenue
GB 4824 pynna |
PF n3nyuenue
GB 4824 Knaccl
PF uanyuenune
GB 17625.1 N/A
["apmMoHUueckoe uznyueHHue
GB 17625.2 N/A
KoneGaHus HanpskeHUs / IMUCCHH
¢$nukepa
Tabnuua 3-2.
INeKTPOMArHHTHAS MOMEX0yCTOHYHBOCTD
TecT Ha KUMMYHUTET OcHoBHo# 3HauyeHue TecTa OueHka
[peamer CTaHaapT ¢ dexTuBHOCTH
Anekrpocraruueckuit | GB/T Pazpsa koHTakTa: 2 kB, +4kB | B
pa3psaaka 17626.2 Beixoa Bo3ayxa: £ 2 kB, £ 4 kB, +
8 xB
PaguouactoTa GB/T 3V/m, 80MHz~2.0GHz, 80%AM | A
3NEKTPOMArHUTHOTO 17626.3
nons
WmnynscHas rpynna | GB/T Dnektpudeckui kabens: £ 1 kB
17626.4 (5/50 He, 5 k') B
CurHanpHbiii kabens 1/ 0: N/ A
Boana GB/T JInunsa-zeman: £ 2 kB B
17626.5 JInHusa K anHum: = 1 kKB
Paanouactora GB/T Onektpuueckuid kabens: 3 B / m, | A
KOHAYKLHS 17626.6 150 kI'u ~ 80 MTI'wy,
80% AM
CurHanbHblii kabens 1/ 0: N/ A
Cuna GB/T 3A/m, 50Hz A
4acToTa 17626.8
MaruuTtHoe nosne
[posan nanpsixeuns | GB/T 1 uvkn 0%,; B
u 17626.11 5/6 unkn 40%; C

17
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ABTOMaTnYecknit koarynomeTp «Technology Solution 400». PyKOBOACTBO MO 3KCMyaTaumn

nepe6oli Linkn 25/30 70%; C
250/300 umkn 5% C

OueHKa a(hheKTUBHOCTY:

A. B TecTe npounssBoauTeNbHOCTL HOPMasbHas B Npeaenax ykasaHHOro npegaena.

B. B xoge TecTa (hyHKUUM UK NPOU3BOAUTENBHOCTD YXY/ALLAKTCA WM BPEMEHHO

TEpSATCA, HO MOTYT ObITb BOCCTAHOB/IEHbI aBTOMATUYECKN.

C. B xope Tecta PyHKUMM U NPOU3BOAUTENBHOCTb YXYALLIAOTCA U BPEMEHHO

TepsATCs, HO TpebyeTcs BMELLATENLCTBO OnepaTopa Un nepesarpyska CUCTEMbI.

3.4. YcTaHOBKa npubopa

a) TpebyeMoe NPOCTPaHCTBO: PacCTOsiHME MEX[Y MpaBol CTEHKON npubopa v
CTEHOW [O/MKHO ObITb > 50 cM. PaccTosHMe MeXay 3afHell CTEHKO npubopa 1 CTEHKOM
[O/MKHbI BbITb > 50 cM. Yb6eauTecb, UTO WUMEETCA AOCTATOMHO MeCTa Ha CTofie WM noj
NprMoopoM A1 eMKOCTU AUCTWIIMPOBAHHON BOAbl, /11 EMKOCTU C XXUAKUMU OTXOAaMM,
KOHTeliHepa C OTpaboTaHHbIMM KIOBETaMU W [OCTaTOMHO MecTa [/11 PeMOHTa U
06CNy>KNBaHNS.

6) Vcnonb3yiiTe ceTeBO Kabenb ANsi MOAKMHOYEHMs npubopa K BHewwHemy MK, n
MCNONb3YNTe Kabenb NUTaHWS 415 NOAKNOUEHUSA Nprbopa K NMUTaHNIO.

c) EMKOCTb pns  AMCTMANMPOBAHHOM BOAbl WM €MKOCTb  A1S  OTXOAO0B
NOACOEAMHAIOTCS K pa3beMam Ha Npubope B COOTBETCTBUM C MapPKMUPOBKON.

3.5. Kannbposka

KannmbpoBky npuoopa cnemyeT NpPOBOAWTb MPU MOMOLLM Na3M-KanmbpaTopos.
KanmbpoBKy HET HE0OXOAMMOCTM COBEpLUATb eXeAHEBHO, HO 06s3aTeNlbHO XOTA 6bl OAVH
pa3 [And KXo cepuy HabOpOB PeareHTOB, HY)XKAAtOLWMXCA B Kanvbposke. [aHHble,
MONyYeHHbIE B pe3ynbTaTe Ka/MbpoBKM, OyayT MCMO/b30BaThCA 40 TEX MOP, MoKa He OyayT
COXpPaHeHbl AaHHbIe HOBOW KalIMbpOBKM.

3.6. KOHTponb KavecTBa
[N oueHKM npaBW/IbHOCTM  paboTbl  Npubopa pPeKOMEHAYETCH  eXeHEBHOe

nposefieHne KoHTpons KauecTBa (KK) BbINOMHSEMbIX METOAMK C  MCMO/Mb30BAHUEM
COOTBETCTBYHILLMX KOHTPO/bHbIX MaTeprasios.
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ABTOoMaTHUCCKHIA Koaryaometp « Technology Solution 400». PykoBoacTso 110 IKCIulyaTatMi

I'napa 4. 3anyck npubopa

[MepeueHb MeAUUMHCKMX W3eNHHi W PACXONHBIX MATEPHANOB, HEOOXOAMMBIX AN
NPUMEHEHUs COBMECTHO C MEAMLIMHCKUM W3/IeMEM «ABTOMATHYECKHA KOarysnoMerpo
«Technology Solution 400» no HazHaueHHIO.

JIns BLINOSHEHHA WCCAEAOBaHUS CHUCTEMbI remMocTasa (TECTHPOBaHMs) B nuaiMe
KPOBH NO NpPUHUMNAM, yKazaHHbIM B M. 2.1 u 2.2, npubopy HeoOxoanMbt Habopbl
peareHTOB, KanuOpaTopbl, KIOBETHl W MPOMbIBOYHbIH pacTBop. Bce Heobxoaumbie s
pa6oTsl npubopa KOMMOHEHTH! yKa3aHbl B pasjesne |.8 HacToswero pykoBoACTBa.

Habopusr peazenmos.

HaGopsi peareHTOB HeoOXOAMMBI ANS NPOBEACHHS MCC/EAOBAHMA  CHCTEMbI
remMocras’a M MOArOTaBAMBAOTCA A paboTbl nNpudopa B COOTBETCTBUU C YKa3aHHAMM,
M3NOXEHHLIMH B COOTBETCTBYIOUIMX MHCTPYKUMAX MO MPUMEHEHWIO JaHHBIX HabopoB.
[Topsaok npUMeHEHH peareHTOB OMUCAH B MaBE 6 HACTOALIErO PyKOBOACTBA.

Kiosemor oonopasoswie (cm. nyukm 1.2.3 u 1.8 nacmoswyezo pyxosoocmea)

KioBeTsl nocrasasiorcs B ynakoskax. Kiosetbl K2 3arpyxatorcs B OyHkep ans
U3MEPHUTEIIbHBIX KIOBET, MYTEM MEPECHINaHUSA MX M3 YMaKOBKM JO KPacHOW OTMETKH,
pacnonoXxeHHoi Ha BHYTpeHHel cTopoHe OyHkepa. Jlo3arpy3Ky KIOBET MOXHO MpPOU3BECTH
B moboe BpeMs, HE3aBUCHMO OT CTaTyca aHaaMu3aTopa.

Astomatnyeckuit  koarynomerp «Technology Solution 400» asromaTHuecku
onpeaenseT Hanuyue KioseT. Ecin kroBeT B TMHUM nofadu Mano (26 KiOBET WK MEHBLIE),
TO Ha 9KPaH BbLIBOAWTCS NMpeaynpexaatoilee coobuerue. Ecan B TMHUM noaayumn KioBet He
ocTanoch, noasnserca coodbuieHue o6 ownGke. AHanuzatop npekpauiaer paboty ¢
HOBbIMM 00pa3uaMH M BBIMOJHAET KOHTPONUPYEMYIO OCTaHOBKY. CBETOAHMOAHSLIN
uHaukarop «Warning» Ha NaHe/IM aHANM3aTOpa CTAaHOBHTCA KPacHbIM. [ BO3MOXHOCTH
COBMECTHOIO HCIMOJIb30BAHMA KIOBET C KOAry/JIOMETPOM H MNPAaBHIBHOCTH BLLAABAEMbIX
pe3ynbTaToB HEOOXOAMMO YOEAHTHCS B HANMYMK CMELHANBHOH MapKUPOBKH Ha BEPXHEWH
rpaHu KaxAao# KoBeTbl (CM. NYHKT |.2.3 HacTOALLEro pyKOBOACTBA).

ITpomeigounsiit pacmeop (cm. nyukm 1.8 nacmosauje2o pyxoaoocmaa)

[TpoMbIBOYHBIH pacTBOp HWCMONL3YeTCS AMA OYMCTKW 30HAA pereHTa W 3oH1a
o6pa3uos Bo BpeMs paboTbl. LIMKI 04MCTKY NPOU3BOANTCA B COOTBETCTBHH C 3aBOACKMMH
YCTAHOBKaMM, TaKXe [OMONHWUTENbHbIE UMKIbLI MPOMBIBKH MOXHO YCTaHOBHUTb B
HacTpoiikax TecToB. [Ipoueaypbl yCTaHOBKH ¥ 3aMEHBbI MPOMBIBOYHOIO pacTBOPa OMUCaHbI
B rnaBe 6 HacTOALLEro pyKOBOJACTBA.

Kanubpamopui

Kanubparopom Ha3biBaeTcs oOpa3seu ¢ 3aBEIOMO M3BECTHBIM 3HAYEHMEM AHANNTA,
NOJIYYEHHBIM IPU MPOU3BOACTBE U NPUMEHsAETCA Ans Kaaubposku TecTa. B 3aBucumocTH
OT KOHKPETHOro METOAa MOTYT MpHMeEHATbecs Habopbl kanubGparopoB (cM. nywkt 1.8
HaCTOSILIEr0 PYKOBOJCTBA), Tak U KanubpaTopsbl, BXOAALIME B COCTaB HAOOPOB PeareHToB.
[lpuMeHeHHe KanuOpaTOpOB BLIMONHACTCA AN MNONYYEHHS PacYETHBIX BEJHMUYHMH
kanubpyemoro metoaa. [ocraHoBka kanubparopos Ha 60pT aHanU3aTOpa OCYLLECTBIAETCS
B OTCEK AN OOpa3sLOB C MPUMEHEHHEM CMELHaNbHbIX KIOBET MEAHLIMHCKOTO H3AENHUs
«KioBeta onHopaszoBas ans auHeidiku xoarynometrpoB «Technology Solution»», B
BapHaHTaX MCNOJHEHUA:
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ABTOMAaTUNYECKMNIA KoarynomeTp «Technology Solution 400». PykoBoACTBO MO 3Kcn/yaTauum

- KtoseTa ogHopasoBasi Ans koarynometpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K3 (1000 LUT. B yNakoBKe).

- KroBeTa ogHopasoBast Ans KoarynometpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»; K4 (500 LuT. B yrakoBKe).

- KioBeTa ogHopasoBas A1 koarynomeTpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K5 (400 LuT. B ynakoBKe)

(peructpauvoHHoe yaoctoBepeHne Ne P3H 2020/10843 ot 17 nioHa 2020 roga).

KroBeTbl K3, K4. K5 4BnawoTCA YHMBEpPCa/bHbIMK A9 UCMO/b30BaHNA Kak Mpu
BbIMOMHEHNSI  Ka/IMOPOBOYHBLIX  MPOLUEAyp, Tak W MNpY  BbIMO/IHEHUM  EXXEeLHEBHOIO
BHYTPW1abopaTOPHOrO KOHTPOSIA KadecTBa. KIOBETbI MMEKOT pas/iMyHy0 BMeECTUMOCTb:
ktoBeTa K3 - 1mn, ktoBeTa K4 - 1,5 mn, kroseTa K5 - 2 mn.

MaTepmanbl AnA NpoBefeHNA KOHTpPONnAa KadyecT Ba

[ns nposefieHVs NpoLefypbl KOHTPOMISA KavyecTBa MCMO/b3YHOTCA COOTBETCTBYHOLLME
KOHTPO/IbHble MaTepuasbl (Nnasmbl). PeareHTbl 41 OCYLLECTB/IEHUA KOHTPOSSA KayecTsBa
yCTaHaB/MBAIOTCA B OTCEK A1 00pasLioB, B CreuuasbHbIX KroBeTax. [/18 aTUX Lenei
1CMONb3yeTCca MeauLMHCKOe n3fenve «KioBeTa 04HOpa3oBast Ans MHENKM KoaryfloMeTpoB
«Technology Solution»», B BapuaHTax MUCMOMHeHUs:

- KtoBeTa ogHopasosasi Ans KoarynometpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K3 (1000 LUT. B yNakoBKe).

- KtoBeTa ogHopasosasi Ans Koarynometpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K4 (500 LUT. B yNaKoBKe).

- KtoBeTa ogHopasosasi Ans Koarynometpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K5 (400 LT. B ynakoBKe)

(peructpaumoHHoe yaoctosepeHune Ne P3H 2020/10843 ot 17 uoHa 2020 rogga).

O6pasybl

Obpaszey, - 310 nopums mM/asMbl KpoBM MaumeHTa. O6pasLOM Takke MOXeT
Ha3blBaTbCA MaTepual, C Yy4yaCTMeM KOTOPOro BbIMOSHAEMCA TeCcT, B 4aCTHOCTU
KasmbpaTopbl 1 KOHTPO/IbHbIE M/1a3Mbl.
O6pasLpl YCTaHaB/MBAKOTCA B AMCK 414 00pasuLoB. MOXHO WCMOMb30BaTb MepBUYHbIE
MPOBUPKN 1 YaLLIeukn A1 06pasLioB.

4.1. TlogrotoBKa nepes 3aryckom
Mepen HavasioM paboTbl Ha MpUOOpe Mosb30BaTENlb AO/MKEH BbIMO/HUTL CledytoLme

AENCTBUS.

1 TpoBepuTb AOCTATOUHO /N AUCTUIMPOBAHHOMN BOAD.
OnycToLnTL EMKOCTb A/19 OTXOA0B
[06aB/Tb HEOOXOANMOE KOMIMYECTBO U3MEPUTENbHBLIX KIOBET
OnycToWNTb EMKOCTb /19 OTPabOoTaHHbIX KHOBET.
Y6eauThCa B TOM, YTO HET NPENATCTBUN A1 ABVKEHUS MEXAHUYECKNX YaCTeil.
MpoBepuTL NOAK/HOUEH NN NPUBOP K ceTn, Yepes MBI

o g W
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4.2. Bkaoyenne cHCTeMbl

Hns 3anycka npuGopa HeoOXOAMMO CHauana HAXKAaTL MEPEKNIONaTENh y AanbHeEH
CTeHKM npuGopa, 3aTeM Yy /HUEBOH MAHENH, MOCNE ITONO BKMIOYHTL YNPABAMIOLIMIA
KOMIBIOTEP U 3aNYCTHTH NporpamMHoe obecneyenue npubopa.

4.3. Huaukaropni

B nesom yrmy nepeaHedl naHenu npubopa umeeTcs TPH MHAMKATOpA, KOTOpLiE
yKazsIBaloT paboyee cocTosHie npubopa. Br siomkis1 oOpatiars BHUMAHHE HA HIMEHEHUS
MHAWKaTOPOB NpU 3anycke W BO Bpems paGovel npubopa, 4ToOBI 3HATHL O COCTOSHHK
npubopa:

* POWER: 3enenuiii. Korna maBHbli BRIKAIOMATENL NHTAHKA BKIIOYEH, 3AT0PACTCR
unankatop POWER, 310 03Haudet, yTo nNpubop BKMOYEH HOPMANLHO; €CNH WHAMKATOD
POWER Muraer, 370 YKA3HIBACT HA TO, YTO HanpAKeHWe B CHUCTEME OXJAXKACHMA
pPCareHTOB HE RAOCTUINIC HYXXHOMO 3HAYMECHHA.

« RUNNING: Xeatwi#i. Ecin npu BKNOYEHHH BTOPUMHOIO MEPEKIIOHNATENA
nutaHna wuaukatop RUNNING 3zaropaercs, 310 03Hauaet, 4To npHbOp BKINIOMEH W B
paboueM COCTOAHHM,

e WARNING: Kpacuuit. Korna maBHHA M BTOPHYHBIA BBIKMIOYATEND TTHTAHKA
skmoueH, wHawkatop WARNING we roput, 310 O3Havaer, uro npuGop paGoraer
HopMansHo, ecnn wWHaukatop WARNING wMurazer, 31 03Ha4aeT, uTO BO3HHKIA
HeNCnpaBHOCTHL B paboTe nprbopa.

4.4. Bxox B cucremy

[Nocne BkaloveHns nNpubopa W 3arpy3KM CHCTEMbI MOSBHTCA OKHO [IA BXOAa ¢

cucremy. CM, pucyHox 4-1.
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PrcyHok 4-1. HTepdheiic BXoga.

Vima nonb3osatens - admin, naposb - 888888. Beegute vx 414 BXofa B CUCTEMY.

4.5. [naBHOE MeH0
Mocne Bxoga B cuCTeMy, MOMb30BaTe/lb BOWAET B OCHOBHOW WHTepdeiic. Cw,

PUCYHOK 4-2.
>Sryrrt-nH
wnany» g Sk
Qi». mnm
Noia o i .t A an PhO>bIT »»TT»
11141 >mt” '

»M>aeiuw

PucyHok 4-2. ['naBHOe MeH!O.

["naBHOe MeHH0 —3TO OCHOBHOE OKHO A/18 BCex No/Nb30BaTENEN r|p|/|60pa, B KOTOPOM
NoAbL30BaTe/IN MOTYT HabKaTb 3HAYOK AN1A Bbl60pa KOHerTHOVI onepauynn,
Haxxmnte KHONKy MeHK0 Ha naHennm WMHCTPYMEHTOB U Bbl6epI/ITe B BblMagatoLlem

MEHIO HYXHYIO (yHKUMO. [IporpaMMHOe o6ecriedeHrie NPefoCTaBNseT  pasnyHble
(YHKLMM B 3aBUCMMOCTM OT YPOBHS AOCTYNa No/b30BaTENS.

4.6. CnpaBka
HaXMuTe 3Ha4YOK «?» B CTPOKE COCTOSHWSA, YTOObI OTKPbITb OKHO «llomoub W

nHhopmaums». CM. pUCYHOK 4-3.
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MuousrHdopayn

NHpo

PrcyHOK 4-3. OKHO MOMOLLb 1 MHZopMAaLmS.

HaXmMnTe KHOMKY «?» WM Knasuily ObICTpOro goctyna F1, ytobbl NPOCMOTPETb
CMpPaBOYHYH0 MHMOPMaUMo O MporpaMMHOM obecrneyeHun. HaxmuTe KHOMKY «/H®po»,
4TOObl OTKPbITH AWMANOrOBOE OKHO C MH(popMauuein 0 mporpaMmMHOM obecriedeHun. Cwm.
PUCYHOK 4-4.

H-»e(*w»*T60*«U)@»KX.iniON4» X

TCCMMOLOGY SOUi rt~ A
Bgwa VI Oi

4»2013 BZnpsm LLI LML

OK

PucyHok 4-4. ViHdopmaums o MO nprbopa.

MnaBa 5. HacTpoiiku TecToB

Haxxmmte KHOMKY «MeHio» -> «HacTpoilka»  «TecTbl», YTOObl BOATW B MEHIO
HaCTPOViKK TeCcToB. CM. pUCYHOK 5-1.
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i "0 LT

««TNMA |HE6Mk

PUCYHOK 5-1. MeHI0 HaCTpOliKv TECTOB.

®YHKUMM [aHHOrO MEHH0 BK/HOYAOT Takue MapameTpbl Kak COXPaHeHWe, pacuerT,

[06aBfieHre, yaaneHne, nevarb, BOCCTAHOB/EHME MAPAMETPOB MO YMOMYaHUIO U BbIGOpa
MoC/eA0BaTeIbHOCTM 0TOGPAXKEHSI MHAOPMALN.

HaumeHOBaHMs TECTOB OTOGPaXAlOTCA B ChKCKe cneea. WHgopmauys o

napameTpax, COOTBETCTBYHLUMX  BblOpaHHOMY  TeCcTy, OTObGpaxaeTcsi — Crpasa.
HaviMeHOBaHWs TeCTOB, YCTAHOB/IEHHbIE MO YMOMHYaHWIO, U3MEHEHMIO He MO/IeXaT.
5.1. lapameTpbl TECTOB

HanmeHoBaHve: HaviMeHoBaHVe TecTa.

MonHoe HanmMeHoBaHVe: NofHoe HaMeHOBaHUWE TecTa.

[vanasoH  KOHTPO/bHbIX  3HAYeHWA:  KOHTPO/bHbIA  AMana3oH  pe3y/ibTaToB
V3MEPEHWIA.

Touka Koarynsauum (%): KoHeyHasi Touka B npouecce Koarynsuyun. o ymonyaHuo
370 3Ha4eHue cocTasnset 50 %.

Makc, Bpems: MakcrmMasibHOe BpeMs U3MePEHUS.

Bpems cTapTa: Bpems Hayasia M3MEPEHUS OT Hadvasia PeakuuMn XPOMOFEHHOro U
UMMYHOTYPOUAMMETPUYECKOIO METO/IOB.

KoHeuHoe Bpems: KOHEYHOe BpPEMS M3MEPEHUS OT Hayasa peakuun ans
XPOMOreHHOro ¥ UMMYHOTYPOUANMETPUYECKOTO METOLOB.

O6bem o6pasua SL (Mkn): 06bem 3a6opa o6pasua S1.

O6bem o6pasua S2 (MK/): KOM4ecTBO 06pasLia, pa3baBneHHOro B Lware 1

MpeaBapuTeNbHas MPOMbIBKA: AOMOHUTENbHBIA LMK NPOMbIBKM, YCTaHOB/EHHbIN
nepef 3abopom obpasua. Ecnm yctaHoBneHo O, TO MPOMbIBKU He ByaeT.
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MocT-npoMbiBKa: JOMOMHHTENLHBIH KK TIPOMBIBKH, YCTAHORNEHHBIR nocsie 3abopa
o6pazua. Ecau ycranosneno 0, To npomeieky He Oyaet.

Bpems unxyGauuu pearenta 1: Bubepure 13 npesnoKeHHONO CMIKHCKA MOAXOAAWKHA
MHTEPBAN WHKYGALUMH MEXAY BPEMEHEM Hadana nojorpeBa npobul M BpeMeHem
nobasnenusa pearenta |. OQHAKo, €CTH pexuM NPOMBIBKH BbIGpaH cpa3y ke nocne 3abopa
npobet, KAKAWHA MPOMBIBOYHBIH unkn OyseT ysenuden Ha 20 cekyHa. K Tomy xe, ecan
peXuM MPOMBIBKH BbiGpaH Ao noGasnenua peareHta |, Kaxamit umkn npomsieku Syaer
yBennueH etne Ha 20 cexyna.

[pensaputenshas npomeieka (R1):  JONOAHHTENLHBIA  UWKA  APOMBIBKH,
ycTaHoaneHHbili nepen 3a6opom pearenra 1. Ecnn yeranosneuo 0, To npombiskH He Gyaet.

[TocT-npombiska (R1): AONOAHUTENBHEIA UMKN NPOMBIBKH, YCTAHOBJAEHHBIA Mocie
3a6opa pearenta 1. Ecau ycranositero 0, To IONOTHUTENBHO# NPOMBIBKH He Oyaer.

Bpemsa uHKyGauun pearenta 2: Bribepute U3 NpPEUIOKEHHONO COMCKA NOAXOMALIMIA
uHTepBan uHKyGaumM mexay AoGaBneHueM pearedta | W poGasnenwem pearenta 2.
OnHaxo, ecM YCTAHOBNEHA NPOMLIBKA cpasy mocne jpobamneHMs pearenta 1, Kaxabift
npoMeIBOuHEIH uMkn Oyaer ysenuven Ha 20 cekyHa. AHanorHuHbIM ofpaioM, ecnu
NPOMEIBKA YCTaHOBJEHA NepeA A00ABICHHEM peareHTa |, KaXAuli NpOMBIBOYHBIA UHKN
Oyaet yBenuieH Ha 20 cexyHA.

[pensapurensHas npombika (R2):  aonoAHMTENbHBI UMK  NPOMBIBKH,
ycTanoBneHHUIH niepen 3aGopom pearenta 2, Moxuo ycraHosuts 120 2 umknos. Ecamn
ycraHosneHo 0, To npoMblBkH He Oyaer.

Mocr-npomsbieka (R2): AONONHMTENLHLIH LMKN MPOMBIBKH, YCTAHOBCHHBLIA rnocne
3aGopa peareuta 2. MoxHo ycTaHOBWTE A0 2 uuknos. Ecnaw ycramosaewo 0, To
AOMOMHHTENLHON NPOMBIBKH He OyReT.

Bpems uHKyGaunn pearenta 3: BriGepute n3 npeanoxeHHOro CHCKa NOAXOAALMA
WHTEpBAN HHKYOauMH Mexay AoGaBneHueM peareHTa 2 M aobapneHuem peareHta 3.
Qauako, ecny ycTaHOBNEHa NPOMBIBKE Cpasy nocse jaobasnenns pearexta 2, Kaxawbti
pOMBIBOMHBIA UMK Oyner yeeauueH Ha 20 ceKyHA. AHANOrHYHLIM OOpaoMm, €Cian
IPOMBIBKA YCTaHOBMEHA Mepea A00aBAeHHWEM pearcHTa 2, KXKAblH MPOMLIBOUHBIA LUKN
Oyner ypenuueH Ha 20 CeKyHA.

MpeasaputentHas npombiBka (R3):  nonosxurenbHelii UMK NPOMBLIBKH,
YCTAHOBJCHHMH repea 3aGopom peareHra 3. MoxHo ycraHoBMTL A0 2 UHKIOB., Ecau
yctaHosaeHo 0, To npomeiBku ke Gyaer.

Mocr-npomeiBka (R3): AONOAHMTENBHBINR LHKI NPOMBIBKH, YCTAHOBREHHMIA nocne
3aGopa pearenta 3. Moxuo ycraHoBuTs A0 2 umkioB. Ecnu ycranoenewo 0, To
JOTONHNTENLHOA NPOMBIBKH He OyaeT.

Hactpofika aHanuza C NOBTODHBIM pa3BefieHueM: Npoba NpPOXOAMT MOBTOPHOE
TECTUPOBAHUE MOCNE 38AaHHOTO (pakTopa pasBeacHMA. Buibepure BepxHue M HIDKHUE
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rnpefenbl pesynbTara U hakTopa passefeHus. B cnydae ecniv pesynbTaTtbl TECTa BbIXOAAT 3a
3TN 3HayeHWs, npoba [0/MKHA NPOATY TeCTMPOBaHWe CHOBa MOC/e 33faHHOro (hakTopa
pa3BefeHus. Mocne BblIbopa cMCTeEMa aBTOMATUYECKU 3anyCKaeT 3Ty PYHKLMIO.

HacTpoiika MOBTOpHOro aHaim3a: Ecim HeoGXoAMMO  MPOBECTW  MOBTOPHOE
TeCTpoBaHue Npobbl, BbIOEPUTE BEPXHME U HKHUE Mpeaesbl pesysbTata. Ecim 3HaveHve
TECTUPOBaHMA BbIXOAMT 3a 3TV Npefenbl, npoba 6yaeT npoTecTMpoBaHa 3aHOBO. [locne
BbIOOpPa, CUCTEMA aBTOMATUYECKM 3aryCKaeT 3Ty PYHKLUWIO.

3meHeHne topmynbl: VI3MeHeHMe pe3ynbTaToB mamepeHuid. dopmyna: Y=KX+B;
X- pesynbTaT W3MepeHWi, Y - U3MeHsieMblid pesysnbtar. EciM B M3MEHeHWsX Het
Heo6X0AMMOCTH, Bbl MOXETe BblOpaTh 3HaveHns K=1 n B=0.

52. CoxpaHeHWe HacTPOoeK 1 napameTpoB TECTOB

Mocne HaCTPOMKM TecTa HaXMuTe KHOMKY «CoxpaHuTb». Ecnn napameTpsbl
YCTaHOB/IEHbI MPaBW/IbHO, HACTPOMKM OyayT COXpaHeHbl, W TeKyllee MeHHo OyaeT
06HOB/IEHO. EcnM  nmapaMeTpbl YCTaHOB/MEHbl HEMPaBWIbHO, HaCTPOWMKM He OyayT
COXpaHeHbl, NMOABUTCA OKHO MOACKAa3KM C OTMEYEHHOM OLLIMOKOA.

5.2.1.1. PacyeT napameTpoB
Haxxmute KHONKy «[lapameTp pacuyeta», 4TOObl OTKPbITb [AManoroBOe OKHO
«[MapameTp pacyeTta». CM. PUCYHOK 5-2.

fA ««

APTT-Raho COraerevirej Hate ; »00 20Q ]
AFTt % AeiaciALB H {aoo 7400
20D s[YH1 1000
0K OTmeHa

PucyHok 5-2. OKHO napameTp pacyeTa.

Bbl MoXeTe BbIOpaTb MapaMeTpbl pacyeTa, WM3MEHWTb HaMMeHOBaHWe TecTa W
MOSHOE MMA TecTa, BblOpaB COOTBETCTBYHOLUMIA TECT, MOXETE M3MEHUTb (hopMaT AaHHbIX,
HKHUIA 1 BEPXHWIA Mpedenbl AnanasoHa M3MepeHuid, HopMasibHOe 3HaueHue, ¥ 3HaveHue
MWY. [anee Haxmute KHOMKY «OK». Ecnm napameTpbl YCTaHOB/IEHbI MNPaBW/IbHO,
cucTeMa COXPaHUT HaCTPOMKM, 3aKPOET AWa/lor0BOe OKHO «PacyeT mnapaMeTpoB» U
BEPHETCA K TeKyLleMy OCHOBHOMY MeH. Ecnv napameTpbl YCTaHOB/EHbI Henpasu/ibHO,
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MOABATCH OKHO, B KOTOPOM Oy/IET YKasaHa OLLMOKa. Hakmute KHOMKY «OK», TOraa OkHO
OLUMGOK BYIET 3aKPbITO, 1 HACTPOWKYM He ByyT COXpaHeHbl; HKMIUTE KHOMKY «OTMeHa,
CMCTEMA 3aKPOET [AWaloroBoe OKHO «[lapaMeTp pacueTa» W BepHETCS K TeKyLlemy

OCHOBHOMY MEHIO.

EAVHMUBI n3MepeHns pacHeTHbIX TECTOB:

[na npencTaBneHns HEKOTOPbIX TeCTOB TpebyeTcs 60siee OAHON eAnHULbI Win
TpebyeTca UCMosb3oBaHVe KoaduumeHTa nepesoga. lMpumepoM MoXeT 6bITb TecT B
nm MpoTpombuHOBOe Bpems, rae And nonydeHus 3HadeHns MHO (INR) Heo6xoammo
3HayeHue

MWY. ECTb HECKO/IbKO BapUaHTOB MOyYeHUs] PacYETHbIX eAVHIALL:

* OTHOWeHWe, IO (Ratio)

* MHO (INR)

EOVMHMUBI M3MepeHns KannbpyeMbIX TECTOB:

Ecnm TecT TpebyeT KanvbpoBKKM, HEOOXOAMMO BblOpaTb eAVHULbI M3MEPEHUs, B
KOTOpbIX OyaeT npeAcTaBneHa KanMbpoBOYHas Kpueas. MOXHO BblOpaTh CrieaytoLve
eNHNLI:

-r/n (g/l),

- mr/mn (mg/ml),

- MKr/mn (ug/ml),

- mr/gn (mg/dl),

- Hr/mn (ng/ml),

- Eg/mn (1U/m).

OkHO «[lapaMeTp pacuyeTa» BK/IHOYAET BO3MOXHOCTb BHECEHMS pedepeHCHbIX
AVana3oHoB M0 KaXKAoMy aKTUBMPOBaHHOMY NapamMeTpy. [ns nHTepnpeTauum nonyyaembix
pe3y/bTaToB TecTa HeobXoAyMO 00paTWTbCA K WMHCTPYKUMM Habopa peareHTos,
NPUMEHSIEMbIX Ha aHa/m3aTope (CM. MyHKT 1.7 HaCTOSALLEro PyKOBOLCTBA).

521.2. [obaBneHuve TecTa
HaxxmuTe KHOMKY «[J06aBnTb», YTOObI OTKPbITh AMAIOr0BOE OKHO «[06aBnTb». CM.

PUCYHOK 5-3.
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PrcyHoK 5-3. [lnanoroBoe OKHO f06aBneHuns TecTa.

Bbl MOXeTe BBECTVM HaMMeHOBaHVe TecTa W BbIOpaTb METOL TeCTMpPOBaHUS.
Haxxmute kHomKy «OK». Ecnv napameTpbl YCTaHOB/IEHbI MPaBWU/IbHO, CUCTEMA COXPaHWUT
HaCTPOWKM, 3aKPOeT AMasioroBoe OKHO «J[l06aBUTb», BEPHETCA K TEKYLUEMY OCHOBHOMY
MEHI0 1 0GHOBMT CMMCOK TeCcTOB. EC/M Kakoii-nnmbo napameTp YCTaHOBMEH HenpasusibHO,
MOSIBUTCA OKHO C MOZACKA3KOW, Mpy 3TOM OyfeT MoAcBeyeHa owmbKa. HakmuTe KHOMKY
«OK», 1 OKHO MOACKa3Ku By[eT 3akpbITo. HaxxmuTe KHOMKY «OTMeHa», CMCTeMa 3aKpoeTt
[VaioroBoe OKHO «/[106aB1Tb» 1 BEPHETCA K TEKYLLEMY OCHOBHOMY MEHHO.

5.2.1.3. YpaneHve TecTa
HaxXmMute KHOMKY «Y[anMTb», YTOObl OTKPbITb AMANIOroBOE OKHO «YaarnTb». CM.

PUCYHOK 5-4.
SEvie X

B soBas- oorey/avIER- (EH LT ETVEEa0
HECIDAMHA

(@24 Om&a]

PucyHokK 5-4. [lnanorosoe OKHO yAaleHus TecTa.

Bblbepute TeCT, KOTOPbIA HYXHO YyaamTb. HaxmuTte KHOMKy «OK», cuctema
YAAUT BblGPaHHbIA TECT, 3aKPOET OKHO «YOaUTb», BEPHETCA K TEKYLLEMY OCHOBHOMY
MEHIO 1 OBGHOBUT CMMCOK TECTOB. HaxXMuTe KHOMKY «OTMeHa», CUCTeMa 3aKPOET OKHO
«Y[anuTb», He YAaMB BblOpaHHbIN TECT, Y BEPHETCS K TEKYLLEMY OCHOBHOMY MEHHO.

52.14. TleyaTb
HaxmuTe KHONKy «[leyaTb», 4TOObI pacrnedvataTtb MHGOPMaUMO O MapameTpax

BbIOPaHHOI0 TeCTa.
5.2.1.5. BoccTtaHoBieHWE NapamMeTPoB Mo YMOIYaHWUIO

HaxxmuTe KHOMKY «BOCCTaHOBUTL MO YMOYaHWIO», 4YTOObl OTKPbITb OKHO
«BoccTaHoBUTBL N0 yMOnYaHuo». CM. pUCYHOK 5-5.
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Moackaska
e H=a- s msrganeE s rnoyno +Ha-nma

rer ]

PucyHok 5-5. OKHO BOCCTaHOB/IEHNA NapaMEeTPOB M0 YMO/UaHUIO.

BoccTaHOBNEHME HAcTPOeK MO YMOMYaHWMK. HaxmuTe KHOMKYy «[a», cuctema
BOCCTAHOBUT HAaCTPOIKM MO YMONUaHWIO, 3aKPOET OKHO, BEPHETCS K TEKYLLIEMY OCHOBHOMY
MEHIO 1 OGHOBWT CMMCOK 3/IEMEHTOB. HaXkKMMTe KHOMKY «HeT», cucTema He BOCCTAHOBMT
HACTPOWKM MO YMONYaHWMIO, 3aKPOET OKHO M BEPHETCA K TEKYLLIEMY OCHOBHOMY MEHIO.

521.6. TllocnenoBaTeNlbHOCTb OTOOPAKEHMA TECTOB
Haxxmute KHOMKY «[MopsaoK napaMeTpoB» 4T0Obl OTKPbITb [AManOroBOe OKHO
«[opafok napametpoB». CM. pUCYHOK 5-6.

Mopsaaok oTobp-1

MopsagoK napameTpoB

APTT
F1B

AT3
D-Dimer
FDP

LAl
LA2

OK

PrcyHOK 5-6. MeH0 0TO6paXkeHUs CrincKa TeCToB.
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HanmeHoBaHWsA TECTOB 0TOGpaXKatoTCst crieBa (B TOM e MOocneaoBaTe/lHOCTK, YTO B
MEHI0 TecToB). [lapameTpbl [AeiCTBUI OTOOpaXatoTCs crpaBa, BBEPX, NPeAblAyLLMA,
CNneaytoLwmnin 1 BHU3. BblbepuTte TECT 1 HXXMUTE KHOMKY AecTBUIA cnpaBa. Korga BbiopaH
MepBbIA 3/1EMEHT, MOTYT BbINO/HATLCA TOMBKO AelCTBUS «Chefytowminy 1 «BHU3»; Korga
BblOpaH MOCNeAHWUIA 3/1IEMEHT, MOTYT ObITb BbINO/IHEHbI TOMLKO AENCTBUA «[peablayLumin»
n «Beepx».

(1) OK

Haxxmute KHOMKy «OK», cucTemMa M3MEHWUT MOC/eA0BaTe/lbHOCTb TeCTOB, 3aKPOeT
AVianoroBoe OKHO «CnMCOK MapaMeTpoB», BEPHETCA K TEKyLLEMy OCHOBHOMY MEHHO U
O6HOBWT CMMCOK TECTOB.

(2) OT™MeHUTL
HaxxmuTe KHOMKY «OTMeHa», CUCTEMAa He W3MEHWUT MOC/efoBaTe/lbHOCTb TECTOB,

3aKpOET AMaNnoroBoe OKHO «CrMCOK NapameTpoB» W BEPHETCA K TEKYLLUEMY OCHOBHOMY
MEHIO.

naBa 6. HacTpoliKn peareHToB

[na  npoBefeHWs TeCTUPOBAHMA C  UCMOMb30BAaHWMEM  MEAWLMHCKOro  U3aenus
«ABTOMaTNYECKMIA KoarynomeTp «Technology Solution 400» No HasHa4eHUO, HEOOXOAMMO
MPYMEHATb MeAVUMHCKME W3Lenns, yKasaHHble B MyHKTe 1.8 HacTOsALIEero pyKOBOACTBA.
[ns NOCTaHOBKM peareHTOB Ha GOPT aHasm3aTopa U UAeHTUUKaLMM UX B NPOrpaMMHOM
obecrieyeHnV npefHa3HayeHa BK/afKa «PeareHT». Bknagka «PeareHT» OTpaxaeT Kapty
PacrosiIOKEHNA peareHToB Ha Aucke. B AUCK [N peareHTOB MOMELLAIOTCA Kak peareHTbl,
Tak U NPOMbIBOYHbI PacTBop (MYyHKT 1.8 HACTOSALLEro pyKOBOACTBA), K&XKAbIA M3 KOTOPbIX
MMeeT Pas/IMYyHyH0 LIBETOBYHO MHAMKALMIO. PSA0M C AMCKOM peareHTOB PacrofioXeH AWCK
A1 NOCTaHOBKM AWIKOEHTOB 1 OyhepoB. N5 BU3yaslbHOrO OTOOPaXKEHUS YPOBHS peareHTa
NpeLycMOTPeHa WHAMKaUMA BHELUHEro KOHTypa MOo3vUMW, a Takke caMol MOo3vLmK:
rony6oi LBeT —HOPMasIbHbIA YPOBEHb, KOT[a peareHT 3akaHuMBaeTCs MO3vLMA peareHTa
CMEHSIeTCS Ha BOCKMUATENbHbIA 3HaK. Takke B Tabnvue crnpaBa OT AMCKa peareHToB
OTOBGpaXKaeTcA 06BbEM PeareHTOB 1 KONIMYECTBO OCTaBLUMXCA ONPeAeneHunii 4ns smepeHms.

MopsaoK nAaeHTUMKaLMM peareHTa Ha 6GOpPTY aHa/m3aTopa BbIMOHAETCH ABYMA
crocobamu: BpY4HYHO 1 aBTOMATUYeCKM (M. 6.5 HaCTOALLIErO pyKOBOLCTBA).

HaxxmnTe KHOMKY «PeareHT» Ha NaHennm MHCTPYMEHTOB WM KHOMKY «MeHo», a
3aTeM BbloepuTe «HacTpolika» -"«PeareHT» A/ BX0Aa B MHTEP(IEC HACTPOMKK PeareHTa.
CmoTpuTe puUCyHOK 6-1.
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PucyHoK 6-1. MeH HaCTPOeK peareHToB.

[nA yCTaHOBKM HEOOXOAMMOrO peareHTa, HY)XXHO BblOpaTb MO3WLUMIO Ha [AMCKe
peareHTOB, 3aTeM B Tab/uue cnpasa M3 BbIMaJaloLero MeHH0 BblOpaTb HasBaHWe
Tpebyemoro peareHTa.

Bbl MOXeTe BBOAWTL MHKOPMaLMIO O peareHTax, BKIOYas LUTATVMB PeareHToB,
MO3VLMKO peareHTa, WUMA peareHTa, TWM (UakoHa, HOMEpP Cepuu, CPOK FOAHOCTU W
LUTPUX-KOA, peareHTa. LLTpMX-KO4 peareHTa MOXHO CKaHupoBaTb. CrieBa MOKa3aHb!
Mo3VLUMM peareHTOB Ha [AWCKe [ peareHTOB W AWCKe An1s 06pasuoB. B gucke ana
peareHToB ecTb 4 LiTaTVBa A1 PeareHToB, M KaXAblA LUTATVMB peareHTOB BK/toYaeT 10
no3nUWiA peareHToB, Bcero 40 nosuumii peareHToB. Korga BbIGpaHO MOMOXEHME peareHTa
10, ms peareHTa MOXeT 6bITb ToNIbko CLEAN 1unim CLEAN WA, 1 TN dhiakoHa He MOXeT
ObITb OTPEAAKTMPOBAH.

MopsfoK 3aMeHbl peareHTa 1 NPOMbIBOYHOIO pacTeopa

B 3aBMcMMOCTM OT CUTyaUumK, 3aMeHy peareHTa MOXHO MPOU3BECTU, KakK BO Bpems
OXWAaHWA, Tak M BO BpeMs BbIMO/HEHUS TECTMPOBaHMA 00pasuoB. Korga aHaimsatop
HaxXoa4MTCs B PeXXKMMe OXUAaHWs, Heo6XoaMMO LoCTaTh (PfIakoH C peareHTOM, TPebyHoLwwin
3amMeHy 1 Ha ero MecTo NnocTaBWUTb U1aKOH C HOBbIM peareHToM. [19 00Hapy>KeHMs YPOBHS
peareHTa, aHa/IM3aTop BbINOMHWT NPOBEPKY Mepes, BbINO/IHEHWEM aHau3a aBTOMaTUYECKN.
B cnyyvae, korga BO BpeMs TeCTUPOBaHUA LiBETOBAA MHAMKALWA KOHTYpa NO3uLUKN peareHTa
CMeHWach Ha (MoNEeTOBbIN LIBET, O3HAYAET, YTO B CKOPOM BPeMeHU (h/lakoH peareHTa Oyaet
onycToLleH. [ 3aMeHbl peareHTa, He0OXOAMMO HaXKaTb KHOMKY Mays3bl, 3aTeM A0XAATbCA
COOOLLEHNA O TOM, YTO paboTa MPMOCTAaHOB/IEHA W 3aMEHWUTb peareHT. 3aTeM HakaTb
KHOMKY «HayaTb TecT» W aHanM3aTtop MPOAO/HKAT paboTy C TOr0 MOMEHTA, Ha KOTOpPOM
Oblna NpYoCTaHoB/IEHa paboTa.
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[ns pacluMpeHnst BO3MOXKHOCTel paboTbl aHanM3aTopa B aBTOHOMHOM pPeXume
nmeeTcst (DyHKLWS aBTOMATMYECKOTO Mepexofa 30HAA peareHTa OT OAHOr0 peareHTa K
[PYroMy TakoMy e peareHTy. [is Toro ytobbl 3Ta (UHKUMS MPUMEHsNacb BO Bpems
BbINOMHEHWS1 TECTUPOBaHMs, HEOOXOAMMO Mepes, HayasnoM TeCTUPOBaHWS YCTaHOBUTH 2
unn 6onee paKoHOB OHOO 1 TOFO e peareHTa.

6.1. MNMapameTpbl peareHToB

Mo3nups peareHTa: YCTaHOBKA MNO3WLMK, B KOTOpYyKO OyfeT YCTaHaB/MBAaTbCS
peareHT.

Ha3sBaHvie peareHTa: Ha3BaHWe peareHTa.

Twvn dnakoHa: TN nakoHa.

Cepuisi: HOMEp Cepumn peareHTa.

Cpok rogHocT: CpoK rofHOCTN peareHTa.

LLITpMX-KOA, peareHTa: 3TO YHUKa/IbHbIA KOZ peareHTa, KOTOpbIA MO3BOSISET
NAEHTU(ULMPOBATD Er0 B CUCTEME.

6.2. IHhopMaums 0 peareHTax

Haxmute Ha 0603HauYeHVe peareHTa Ha AMCKEe [ANA peareHTOB WM LUTATUB A1
06pasuoB, cnpaBa OyaeT oTOOpaXaTbCA WMHOPMaLMA MO peareHTy. Bbl  MoOXeTe
pefaKTMPOoBaTh MH(OPMALMIO, COOTBETCTBYIOLLEMY pPeareHTy.

6.3. CoxpaHeHue

HaxxmnTte KHOMKy «CoXpaHuTb». ECnM  napameTpbl BBEAEHbl  MPaBW/IbHO,
napameTpbl peareHTa OyAyT COXpPaHEHbl; €CN  Kakon-nmbo napameTp YCTaHOB/EH
HeMNpaBW/bHO, MOSBATCA OKHO C YBefOM/IEHMEM Tfe nMepBas oOwMOKa BblgeneHa, W
napameTpbl peareHTa He GyayT coxpaHeHbl. HaxmuTe «OK» KHOMKY, YT0Obl 3aKpbiTb OKHO
NOACKa3KM.

6.4. YpaneHve
HaXmnTe KHOMKY «Y[amTb», YTOObl OTKPbITb AM&/IOF0BOE OKHO «YAamTb». CMm.

PUCYHOK 6-2.

Ypanutb

Bbl 4eACTBUTENBHO XOTUTE YAANNTb
BbIGpaHHYO 3anunch?

OTmeHa

PrCyHOK 6-2. 1306paxkeHre nHTepdeica yaaneHus.

62

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

sb



ApTomaTHYeCKNi Roarynometp «Technology Solution 400». PyknaoacTso uo xcnnyarauss ’

Bu moxere ucnonbiosars knasuiun Shift u Ctrl na knasuarype, uTobbl BeIGpaTs
HecKoNeko peareHTos, Haxmute Ha «OK», # cucTeMa yaanuT BoiOpaHHYIO 3aNHCh, 3aKpOeT
ZAMATOTOBOE OKHO «YAQIHTBY), U BEPHETCA K TEXYLIEMY OCHOBHOMY UHTepdeficy. Haxmure
KHONKY «OTMEHa», W CHCTEMA HE YAANHT BHIOPaHHYIO 3aNHCh, W 3aKPOET AHANONOBOE OKHO
¥ BEPHETCA K TEKYLIEMY OCHOBHOMY HHTepeicy.

6.5. CxanupoBanue WTPHX-KOAA (APH Heobx0ANMOCTH)

JAns naeHTndukaumn u GezonacHol kKOMGHHAUMH MEAHLIMHCKHX H3ACTHA (peareHTOB)
TpeOyeTcs BHLIMONHATS CKAHMPOBAHHE IUTPHX-KOMA HAHECEHHOTO Ha KAXAMA (nakoH
peareHTa.

CkaHHpOBaHHE LUTPHX-KOJOB PEATCHTOB MPOKH3BOAKTCA ABTOMATUYHECKH MPH 3arycke
TECTHPOBAHKA, A1 3TOTO HeoOxoaumMo HaxkaTe knaeuuly «Hayatk TecT» B MeHio «Tect™ H
aHAAH3ATOP ABTOMATHYECKM HACHTHDNUUPYET YCTAHOBNCHHHE PEArcHTHI.

Cucrema wTpHx-KOaWpoBanus npuGopa coBMecTHMa ToNbkD C HabopaMu W
peareHTamMH A4 TuHedku koarynomerpos «Technology Solution».

YenemnocTs aBTOMaTHMECKOTO ONPEASeHHs LITPHX-KOAA 3aBUCHT OT TIPABHIILHOIO
PacnonoxeHns GnaKkoHa €O IITPHX-KOROM B LITATHBE 1A PEarcHToB. OTHKETKA ¢O
WITPHX-KOAOM AOMKHA OhITh BUAHA Yepes LIeNb IUTATHEA.
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[MnaBa 7. Npoueanypa npoBeaeHNsa TeECTUpPOBaHUA

Mpexxge 4Yem HavaTb  BbIMNOMHEHWE  TECTUPOBAHUA HEO6XO,£I,VIMO BbIMO/IHATb
noaroToBUTENbHbIE pa60TbI, OnncaHHble B NMyHKTe 4.1 HaCTOALLEro pyKOBOACTBA.
Ha)kMuTe KHOMKY «TecT» Ha NMaHem MHCTPYMEHTOB MM KHOMKY «MeHH», a 3aTem

MyHKT «TecT», YTOObI BOTW B MEHIO TECTUPOBaHMS. CM. pUCYHOK 7-1.

~o1 44

UMAMAUN»*»

SedU s aTT TR (> w
PucyHoK 7-1. MeHto TeCTUPOBaHUA.

OCHOBHble (DYHKUMM, NpefocTaB/seMble B 3TOM MEHHO, BK/IKOYAtOT BbIGOP Mpoo,
YYeT, Meyatb, Mepefady, CKaHMpOBaHWE LUTPUX-Kofa (Heobs3aTesibHO), MOBTOPHBINA TECT,
KPpUBYIO peakuun u T.4. PYHKUMM, NpPefoCTaB/feMble B 3TOM MEHIO, pas3/iMyaloTcs B
3aBMCUMOCTM OT YPOBHSA [0CTYyna Mosb30BaTens.

[na 3anycka npouesypbl TECTUPOBaHMA HEOOXOAMMO BbIMOMHUTL Luarv, KOTopble
YKa3aHbl HUDKe:

1 MoarotoButh NepeuYHble MPOBGUPKM MYTEM CHATUA 3aKPbIBAOLMX KPbILLIEK 419
UCK/TKOUYEHMS1 CTO/IKHOBEHMSA 11 BO3MOXHOIO MOBPEXAEHUSA 30HAa 06pa3LioB.

2. YCTaHOBUTL MOArOTOB/EHHbIE NPOBUPKM B OTCEK A1 06pasLoB. Ecim npobupku
VMEIOT Ha/lnume LUTPUX-KoAa, TO He0OX0AMMO pa3BepHYThb LUTPUX-KOZ, B CTOPOHY Mpopesu
B LUTaTMBE 06PA3LIOB.

3. B wuHTtepgelice MO 3agatb And KaKOoro obpasuya HeobxoayMble MeTOfbl
TecTUpoBaHusA. Ecnn aHanuzatop nogkmtodeH K JINC, ToO HeoGX0AMMO HaXaTb KHOMKY
«HayaTb TecT», aHanM3aTop BbLIMOJHAT Mofady LTaTBa B 30HY OTOopa 06pasua,
OAHOBPEMEHHO MPOU3BELET CKaHWPOBaHWE LUTPUX-KOAOB M MONY4YMT 33daHvie K3 6asbl

JaHHbIX JIAC.
B npouecce BbINOMHEHWS TeCTMPOBaHUA aHam3atop OydeT WHMOPMUPOBaTb

oneparopa 0 CTaTtyCe BbINOIHAEMbIX O6pa3LLOB, a TaKXxe OT06pa)KaTb BbIlMOJ/IHEHHbIE
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peaynbratel Tectos, [locne Toro, kak aHaNM3aTop 3aKOHUMT NPOUECAYPY TECTHPOBAHHA,
noasutcs coobuienre B HIDKHeH ctpoke cocTosHus. [Ipoueaypa pacuera oTobpakaeMbix
pe3yNLTaTOB OMMCAHA B [NaBE 2 HACTOAWErO pyKoBoacTBa. [Ina HHTepnpeTalH,
NOJNyHaeMBIX pe3ylbTATOB OOPATHTECh K MHCTPYKUMAM HaGopor pearentos (CM. myHkT 1.8
HaCTOAIUENO PYKOBOCTBA).

[Mpaguna eLINONHEHMA MOBTOPHBIX M3MEpPEHMI cM. B MyHKTe 7.11 wWacToswero
PYKOBOACTEA.

7.1. Auck ana ofpasnop

3nech oTobpaxaercs no3zuuusa obpasua ¢ pa3sHBIMU LBETAMH, YKA3bIRAIOUIWMY Ha
pasHbie THNL 06pa3uos. Liger pamxu ykasmisaeT Ha cTaTyc obpastia B Npouecce aHaNIH3a.
Bribpannas nosuuma ofpasua 8 wratuee ans obpa3uos, Gyner oToOpaxarses B CrHCKe
o6pasuos, a B uHdopmauuy o recre Gyaer orobpaxarnes MHPOPMALUA O BLIMOAHAEMBIX
TEeCcTax

7.2. STAT-npoGa

OaHotrouHui useT ykaswiBaerT Ha no3uumn STAT-npo6. Korza ewibpana nosunns
STAT-npo6, GyaeT orobpaxena cOOTBETCTBYIOIAs MHpOpMauns B cnucke oOpa3iuos, a 8
nudopMauun o Tecte 6yaet oToOpaxaThca HHpopMauma o TecTe.

7.3. Caucok obpa3non

3nectk oToGpaxaerca uHGopmaumn ana obpasua wim KK (xonrpons kauectsa).

7.4. Hndopmauns o vecre

3necy orobpaxaercs uHpopmauus o napaMerpax BbiOpaHHoro oOpasua. Ecam
BbIACNEHO HecKoNLKO 00pa3ueB, oToOpaxaeTcs MHOPMAUMA O NApaMeTpax MOCNCAHEro
BBUIC/IEHHOIO TECTA.

7.5. Beoa ofpasua
Haxmure kHonky «Bsoa ofpasua», 4tobm OTKpHITH AWanorosoe okHo «Beoa

ofpasua». Cm. pucyHok 7-2

65

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



ABTOMaTMYecKuii roTarynometp «Technology Solution 400». PykoBoACTBO Mo 3KcnayaTaumm

17
Tﬂl‘l)?6(»««
ftoe MyjHsaxivi 1 aei. &SA»»» OraBmimaHT
BojptK? % FOrolHii 8busiignuw»«|2r 102022 < goo
i ttelwr* 0AMTbl  ~CcMMXMb
BTTwirMu 17102022 000
llpawiMINtiiMi
4 nioTwoabIX
TecTa
$KNornHrasbn
TECKX
Bce
NakeTHbl I KonnuectBo
CoxpaHuUTtb Hasag
Beopg nNoBTOPOB

PrcyHoK 7-2. MeHto BBOAa 06pasua.

B 3TOM MeH0O MOXHO YKa3aTb CleflytoLLyt0 MH(OpMaLMio: HoMep 06pasua, Tvn
obpasua, TUM nNpobupkwW, WMs, HOMep ucTopum 6one3Hn, non wu T. 4. B pasgene
«HhopMaLms 0 TeCcTe» Bbl MOXKETE BblOpaTb METOAMKM, KOTOpble OYyAyT BbINOMHEHbI 41
o6pasLia.

Homep o6pasua: Vicnonb3yetcs 4ns naeHTUgmkaumm obpasua.

Tun o6pasua: Tun o6pasua, BKIOYas 00bl4Hble 06pasubl M 06pasLbl KOHTPO/SA
KauecTsa.

Tun npobupku: TMN NPOGMPKK, B KOTOPOI COAEPXKUTCA 06pa3eL, BKMOUas 00bIYHYHO
NPOBUPKY WU YalLieuky.

Vima: nvs naypeHTa.

Homep nctopum 6one3Hn: Homep nctopum 60/1e3HM NaumeHTa.

[Mon: Mon naupeHTa.

Jata poxxaeHua: faTa poXKAeHUsA nauyeHTa.

BospacT: Bo3pacT nauyeHTa.

Tvn naumeHTa: TUN nauveHTa, [ns HacTpoilku Bongute MeHio HacTpoiika
-CnoBapb [aHHbIX -“HacTpoiika T1na naupeHTa.

OtpeneHvie JIMY: yKasbiBaeT M3 Kakoro OTAeNeHus nocTynun obpased. [Ans
HaCTpoiKn BoinamTe MeHto “HacTpoiika ~CnoBapb AaHHbIX -*OTaenexHne J1Y.

ID Koliku: Homep KpoBaTy MOXET BbITb YCTaHOB/IEH TO/ILKO B TOM C/lyyae, ecim Tun
naupeHTa «rocnmTaIn3npPoBaH».

Bpemsa nogaun: Bpems, Koraa obpaseL, OTNpaB/seTcs Ha UCCefoBaHue.

Bpems TecTnpoBaHUsA: Bpems TECTUPOBaHUSA 06pasua.

3akasumk: onepaTop, KOTOpbI NpefocTaBnseT obpasel, 419 TECTUPOBaHNUS.
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VcnonHuTenb: onepatop, KOTOpbIiA TeCcTUpyeT obpase.

MpoBepsAtOLLYIA: onepaTop, KOTOPbIA NpoBepseT obpasel,

[varHos: nHgopmMauys o ararHose obpasLa.

3ameyaHus: MpumMeyaHue K obpasLly.

WHgpopmaumns o TecTe: BCe TeCTbl, NPeAOCTaB/ieHHble CUCTEMOM, OTOGpaXKaroTCs
CHM3Y. TeCTbl OTOOPaXKAIOTCA B BIAE KHOMKMW. TeCTbl, A9 KOTOPbIX YCTAHOB/IEH peareHT B
[VICKe C peareHTamMmm 0TOOpaXKaroTCA roflybbiM LBETOM; TECTbI, 4/11 KOTOPbIX He YCTaHOB/IEH
peareHT B [WCKe C peareHTamu, OTOOpaXatoTCA CcepbiM UBeTOM. Vmsa npodmns Tecta
oToOpaXaeTcd cnpaBa B (hOpMe KHOMKWA. Haxmute KHOMKY npounsg, W TecTbl,
cofiepxawpeca B npodwmne, 6yayT BblOpaHbl aBTOMATMYECKM; MOBTOPHOE HaXkatue
NMpuBefEeT K OTMeHe. ECin TecTbl, cofepXkalivecs B Mnpodusie TeCTOB, He MOryT ObITb
BbIMO/IHEHDI, fjaHHbIE TECTbI BbIOpaHbl He OyayT.

7.5.1. CoxpaHeHMe aaHHbIX 0bpa3La

Haxmute KHOMKy «CoxpaHuTb». ECnn gaHHble 06paslia YCTaHOB/IEHbI MPaBW/IbHO,
HacTpoikn 6yayT coxpaHeHbl. KonnyecTBO MOBTOPOB aHa/M30B MO YMONYaHUKO - OAUH.
Ecnm kakas-nn6o nHgopmaums 06 obpasue ycTaHOB/MEHa HEMPaBW/bHO, MOSBUTCA OKHO C
MOZCKA3KOWA, Npy 3TOM NnepBast oLmbka OyAeT NoLCBeYeHa.

7.5.2. MaKeTHbI BBOA
HakmuTe KHOMKY «[lakeTHbIA BBOA», UTOObI OTKPbITb /Va/IOrOBOE  OKHO

«[MaKeTHbIn BBOAY». CM. PUCYHOK 7-3.

MakeTHbI BBOS,

CtaptoBas no3nuus Mo3.o6p-yal

KoHeyHasa no3nuyuna Mo3s.o6p-yal

K OTmeHa

PucyHok 7-3. MeHI0 NakeTHOro BBOJA.

Bbibepute HauaslbHYt0 UM KOHEYHYHO MO3MLMI0O 00pasLoB, HXMUTE KHOMKY «OK».
Ecnm HavanbHas no3vums obpasua 60/bllie KOHEYHO Mo3vLMK NOSABUTCS BCM/IbIBAtOLLIEe
coobLeHne. Korfa Bce HaCTPOVKM BepHbl, BBEAWUTE MHGOPMaUMIO O BbIGOPKE MeXay
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HaYa/IbHOW No3unLmMelt 06pasLia U KOHEYHO NMO3NLIMEA.

7.5.3. KonnyecTtso nosTopoB
HaxxmuTe «KonmyecTBo MOBTOPOB», YTOObI OTKPbITb AMa/I0r0BOE OKHO HACTPOMKW

CM. pucyHOK 7-4.

[MoBTOPUTH

Tect Been\re Kon-Bo n..  KoadpmumeHT pa...
FIB 1 iVl
OTmeHa

PucyHok 7-4. [1nanorosoe OKHO «[TOBTOPUTL».

Haxmmite B Mone «KOMMYECTBO MOBTOPOB» AN PeAaKTUPOBaHWS KO/MYecTBa
MOBTOPOB aHa/IM30B COOTBETCTBYHOLLErO TecTa. BblbepuTe none «KonmyecTBo MOBTOPOB»
AN BCEX TECTOB, TOrJa KOMWYECTBO aHa/M30B BCEX TECTOB OyAeT YCTaHOBMEHO

O[MHAKOBbLIM.

Haxmute KHOMKy «OK», cucTeMa 3akpOeT [AuanioroBoe OKHO «Ko/myecTBo
MOBTOPOB», COXPaHUB KO/IMYECTBO MOBTOPOB, BEPHETCA K TeKyLlemMy OCHOBHOMY MEHIO Y
O6GHOBMT CNMCOK 00pasLioB M CMUCOK TeCcToB. Haxmute KHOMKY «OTMeHa», cucTema
3aKpOoeT [MaforoBoe OKHO «KONMMYECTBO MOBTOPOB», He W3MEHWB KO/MYECTBO aHasn30B
TecTOB.

Haxmute Pepaktupyemblidi NACT  KOS(hPUUMEHTA pa3BefeHWs, 34eCb MOXHO
YCTaHOBUTb COOTBETCTBYIOLLMIA KOI(WPULIMEHT pas3BefeHNs TeCTOB, KOTOPbIN UCXOAUT U3
HaCTPOVKN pa3BefieHNs NapameTpoB TecToB. HaxkmuTe KHOMKy «OK» M cucTeMa 3aKpoeT
[VanoroBoe OKHO «[MOBTOPUTL», BEPHETCA K TeKylleMy OCHOBHOMY WHTepdeincy wu
O6GHOBWT CMUCOK 00pasLoB M CMWCOK TECTOB. HaxmuTe KHOMKY «OTMeHa», cuctema
3aKpOeT AMasioroBoe OKHO HAaCTPOEK, He W3MEHWUT KOMMYECTBO W BEPHETCA K TeKyLuemy

OCHOBHOMY WHTepdelicy.
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ABTOMaTnuecknin koarynometp «Technology Solution 400», PykoBogcTBO No aKcnayarayum

7.6. OTUér
[na nposepkn 00pasua, KOTOPbIA MpoLUen M3MEPEHVe HYXXHO HakaTb KHOMKY
«OTYeT». YCrellHO M3MepeHHbIli obpasel;, 6yaeT oTMeueH 3Haukom (V) n He Gymer
BO3MOXXHOCTY €ro U3MEeHeHMs 1 MOBTOPHOIO aHan3a.

7.7. MNMeyatb

HaxxmnTte KHOMKY «lMeyarb», 4TOObI OTKPbITb AMAIOroBOe OKHO «[leyaTb». Bbl
MOXe3e YCTaHOBWUTbL [Amana3oH U dqopmar nedvatn. Haxkmute KHOnKy «OK». Ecim
napameTpbl reyartn BepHbl, TO CUCTEMA 3aKPOET AMaIoroBoe OKHO «[leyatb», pacrevaraeTt
3an1cb Y BEPHETCS K TEKYLLEMY OCHOBHOMY MHTepdelicy. Haxxmute KHOMKY «OTMeHa», v
cucTeMa 3aKpOeT AMasioroBOe OKHO «[leyaTb», He HameyaTaeT 3anucb W BepHETCA K
TeKyLLEeMy OCHOBHOMY MHTepdelicy.

7.8. CBA3b

HaxxmmTe KHOMKY «CBsidb». ECAM TeKyllasd cucTemMa He Oblia MOAKIHYEHa K
cepaepy JIC, nosBMTCA AMaNIOroBOE OKHO C MPUriaLleHeM.

B 3TOM OKHe ycCTaHaB/MBaeTCs Auana3oH 3anvceil ansa nepefayun. Ecnm cessb
yCTaHOB/NEHa, HaXXMUTEe KHOMKY «Hauano». Ecnm Bbl BblGpany 3anuncb, B KOTOPO HET
[aHHbIX 06 M3MepeHUn 3Toro obpasua, MOSBUTCA AMASIOrOBOE OKHO C CO06LIeHVeM «HeT
3anMcy AaHHbIX B BblOpaHHOM Amana3oHe!». ocne Haxatus KHorku «OK» auanorosoe
OKHO OyfeT 3aKpbITO, M OTKPOETCH OKHO «CBsA3b». ECNM BbIGOP M BBOA BepHbI, CUCTEMA
HayHeT nepefady BbIOPAHHbLIX 3arUCeR, 3aKpPONTe [OManoroBoe OKHO W BEPHUTECH K
TEKYLLEMY OCHOBHOMY MeHH0. HaxaB KHOMKy «OTMeHa», CUCTEMa He BbINOMHUT O6MeH
AaHHbIMY, 3aKPOET AVanoroBoe OKHO «CBsi3b» 1 BEPHETCS K TEKYLLIEMY OCHOBHOMY MEHHO.

7.9. BbICBOGOX/EHME NO3MLNIA

HaxxmmTe KHOMKY «BbICBOOOAUTL MO3MLMIO», YTOObI OTKPbITh AMa/IOrOBOE OKHO

«BbICBOOOAWTL MO3MLMIO». CM. PUCYHOK 7-5.
OcB060OXAeHMe No3nynit

(1) OcBO060OANTL BbIGPAHHYO MO3ULUIO

o OcBob6oauTb BCE NO3ULNMN

o Aunan.ocBo6.no3uunii 1 -1

OK OTmeHa

PUCYHOK 7-5. OKHO BbICBOGOXAEHWS MO3NLIWIA.
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ABTOMaTMueckunin koarynomeTp «Technology Solution 400», PyKoBOACTBO MO 3KCMyaTauum

Bbl MOXeTe BblopaTh «BbICBOOOAUTL BbIOPAHHYHO MO3ULMIO» WM «BbICBOGOAUTH
BCe nosuumm». Haxxmute kHornky «OK». Ecnu Bbl Bblbpain «BbICBOGOAWTL BbIGPaHHYHO
no3vLmMIo», 00pasel, B BblOpaHHOW no3vumMKM OyaeT yaaneH (COCTOsiHME obpasua He
MPOBEPEHO W/ 3aBEpPLLIEHO); ecnn Bbl Bblopain «BbicBO60AUTL Bce nosuumm», cuctema
YAaMT No3uLpmn OT BCeX 06pasLoB (COCTOsHME 06pasLia He MPOBEPEHO WM 3aBepLLEHO),
3aKpoeT AManoroBoe OKHO W BEPHETCH K TEKyLLeMy OCHOBHOMY MHTepdeiicy. HaxmuTe
KHOMKY «OTMeHa», 1 CUCTEMA 3aKPOET AWasior0BOe OKHO «BbICBOBOXAEHME NO3ULMIA», U
BEPHETCA K TEKYLLEMY OCHOBHOMY WHTEpelicy.

7.10. KpuBasa peakumm

HakmuTe KHOMKY «KpuBas peakuuu», uTobbl MPOCMOTPETL IPatMK KPUBOIA
PeaKLK1, COOTBETCTBYIOLLMIA BbIGPAHHOMY TECTY.

7.11. TOBTOpPHbIA TECT

K NOBTOpHOMY TeCTMpOBaHUIO LOMyCKakoTcA 06pasupl, 418 KOTOPbIX 3aBepLueHO
TeKyllee TecTMpoBaHve. [ BbIMOSHEHWS MOBTOPHOMO TECTUPOBAHUA HeoOXoAyMO
BblOpaTh, 3aBEePLUEHHDIN LUTATVB B 30HE BbIPY3Ke LUTATUBOB /IEBOW YaCTV MEHIO, N HAXaTb
KHONKy «BepHyTb wwTatve». [locne 3TOM0 Ha3HauuTb METOAbl HeoOXoAuMble K
BbINO/IHEHUIO (CM. OnuMcaHue rnasbl 7). Mpu NonyyYeHWn pesysbTarta, KOTOPbIA Bbi3bIBaET
COMHEHVSI B MPaBUIbHOCTU M MPW MOLO3PEHWUN HA BMSIHWE pe3y/ibTaTa UHTepPdEepeHTOB,
MpW Ha3Ha4YeHWV MOBTOPHOrO W3MEpPeHWs CrefyeT akTtueuposatb (yHkumo HIL, ans
MoNyYeHns pesynbTara, MyTem BbIMO/IHEHUA MOATBEPXKAAIOLLIErO TECTa.
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ABTOMaTUYecKuii koarynometp «Technology Solution 400». PykoBOACTBO N0 3KCNayatauum

MnaBa 8. HacTpoika KoHTpons Ka4decTBa

Haxxmute KHOMKY «MeHH0» ->KOHTpo/b KavecTa “"HacTpOKN KOHTPONSA KayecTsa,
4TOObI BOWTM B MEHIO HACTPOWKN KOHTPONSA KavectBa. CM pUCyHOK 8-1.

4 41— HIlluHH T-weT XY W

*TAT | EITTywur M tmmmv»it «

PrCyHOK 8-1. MeHI0 HacTPOIKN KOHTPONS KavecTsa.

HavmeHoBaHUs METOAMK 0TOGpaXkatoTcsi criea. VHopmMaums o KoHTpone KadecTea
M WMH(opMaLWs O MapameTpax, COOTBETCTBYHOLMX Kaxaoi METOAMKe, OTOGpaKatoTCs
cnpaBa. ECnv napameTpbl KOHTPO/St KauecTBa YCTaHOB/MEHb! s BbIGPAHHOrO TECTa, OHY
ByyT 0TOGpaXKeHbl B MapameTpax; ecii napaMeTpbl He YCTaHOB/IEHbI, TO OTOGPAXKAOTCS
3HaueHVs Mo YMON4aHMo. Becb CMCoK cOCTOWT 13 24 BapuaHTOB MaTepuanoB KoHTpons
KauecTBa.

OLIEHKY pe3ynbTaToB KOHTPO/S MPOBOAST C MCMO/Mb30BaHNEM KOHTPO/bHbIX MpaBun
BecTrapga. C 3Toll LIeNb0 eXeHEeBHO MPOBOAUTCS MO OAHOMY U3MEPEHUIO S KXKAOrO
M3 2-X KOHTPOSbHbEX MaTepuanoB (C HOpPMaslbHbIM U MaTOMOMMYECKUM  COAEpPXKaHMEM
MoKaszaTenieil) Wnu Mo ABa M3MEPeHUs B OfIHOM W TOM K€ KOHTPO/bHOM MaTepuane. B
MPOLIECCE OLIEHKUN Pe3yNbTaToB MCMOMb3YHOT rpadmky J1eBu-[)KeHHUHICA AN KKAOro U3
KOHTPO/IbHbIX MaTepasio..

8.1. MaTepuasnbl KOHTPONA KayecTea
Haxxmute kHonky «Martepuan KK», 4Tobbl OTKpbITL A1a/I0r0BOE OKHO MaTepuasia

KK. CM. pucyHOK 8-2.
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ABTOMaTUyeckuii koarynometp «Technology Solution 400». PyKoBOACTBO MO 3KCnyaTauum

Martepuan KK

QC1

HanmeHoBaHne
MaTepuana

Cepusa Ne.
YpoBeHb

CpOK rofHoCTH 25.10.2022

OK

PucyHok 8-2. OKHO MaTepnasoB KOHTPO/A KayecTBa.

KK —aT0 BblGpaHHbIli (haiin 13 Crmcka KOHTPONs KadvecTsa. Bbl MOXeTe yCTaHOBUTb
QC, HasBaHMe KOHTPO/ILHOrO Martepuasa, Ceputo, YPOBEHb W CPOK TOAHOCTU. HaxmuTe
KHOMKY «OK». ECnn BCe HAaCTPOWKM NpaBu/IbHbIE, CUCTEMA 3aKPOET Auanorosoe okHO QC,
COXPaHUT HacTpoikn napameTpoB KK 1 BepHETCA K TeKyLleMy OCHOBHOMY MeHH. Ecim
KaKoin-nmbo napameTp OyfeT HEeBEpPHO BBEAEH, MOSBUTCA OKHO C MOACKA3KOM, Mpu 3TOM
nepsas owwmbka Oyner nofceeveHa. HaxmuTte KHONKy «OTMeHa», CUCTEMA 3aKpOeT
[VasIoroBOe OKHO KOHTPO/I Ka4ecTBa, W BEPHETCH K TEKYLLEMY OCHOBHOMY MEHHO.

8.2. CoxpaHeHVe napameTpoB KOHTPO/A KavecTBa

Korpga Bce napameTpbl 1 MH(OPMaLMA YCTaHOBNEHbI NMPaBUIbHO HAXKMUTE KHOMKY
«OK». Ecnn BCe HaCTPOMKWM MNpaBWibHbIE, CUCTEMAa COXPAHUT HACTPOMKM W OGHOBUT
TEKYLLUWIA CMMCOK KOHTPONA KayecTBa. EC/M kakoi-nmbo napameTp HeBepeH, MOsSBUTCA
COOTBETCTBYIOLLEE OKHO MOACKA3KM C MEpPBOA OTMEYEHHOW OLUMOKOW, W HACTPOMKM
COXpaHeHbl He OyayT.

8.3. Npadmkn x
CpefiHee apuU(hMETMYECKOe 3HayeHWe MO3BOJSISET OLEHWUTL peasibHOe 3HaueHue

1CCnefyemMoro napameTpa KOHTPO/IbHOro obpasua. Llenesoe cpefHee apudmeTnyeckoe
3HaueHWe K1CcreflyemMoro napaverpa npeapaputeslbHO aTTeCTOBaHO M YKa3aHO B Mnacriopre
KOHTPO/IbHOM Ma3Mbl 4151 KaXKAOW cepum Habopa.

8.4. Mpahmkm KOHTpONs KayecTsa (rpaduku JleBu-pKeHHUHICa)

Haxxmnte KHOMKY «l"patvkn KOHTPO/IS KauyecTBa» Ha MaHes M MHCTPYMEHTOB WK

KHOMKY «MeHI0» ->KOHTPO/b KayecTBa ->Ipatmkyi KOHTPONS KauyecTsa, UTOObl BOWTK B
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ABTOMaTUYeckuii koarynometp «Technology Solution 400». PykoBoACTBO MO 3KCnayaTayum

MEHIO rpajiMkoB KOHTPONA KauecTsa. CM. pUcyHOK 8-3.
Y

n”~m™ Ww

i KM muw 7y

PrcyHOK 8-3. MeHI0 rpadikoB KOHTPO/S KayecTBa.

CneBa HaxogsTCA BapuaHTbl KOHTPOMEN KayecTBa M MHGoOpMaums O napameTpax
KOHTPO/IeM KauecTBa, BK/HOYas HavMeHoBaHWe TecTa, (paina QC, ypoBeHb M CPOK
rogHoctn.  CnpaBa  OTOGpaXatoTCA  rpadmky  KOHTposed  KadectBa  (rpadukm
Nesu-xeHHunHrca). B Tabmmue KK otobpakaetcs kommyectBo Todek KK (N) m pacuert
cpegHux, SD (cpegHee KBafpaTuyHOe OTKIOHeHMe) n CV (%) (koadduumeHTa BapuaLmm)
KapT JleBU—H)KEHHUHIC, Ha KOTOpble €XeAHEBHO WM M3 Cepun B CEPUKOD HaHOCATCH
pesy/bTaTbl U3MEPEHVSI KOHTPO/bHBIX MaTepuasioB. Takue rpaukmy CTPOATCA 419 KaXOoro
TecTa U 419 KKAO0ro YpoBHA KOHTPO/ILHOMO Matepuiasa.

8.5. lNpaBwnna Bectrapga

HacTpoiikyu KOHTpO/IA KayecTBa MO3BOMANOT 3adaBaTb Mpasuna Bectrapga ans
OTC/MIEXXMBAHMA  CTAaTUCTUYECKUX MNapameTpoB MONy4YaeMblX Pe3y/bTaToB, a Takke
BbIIBMIEHWA C/lyYalHbIX WM CUCTEMATUYECKUX OLIMOOK. HacTpoiku npescTaB/eHsbl
CneayoLLmMMI NpasunaMu:

* R74s OTK/IOHAOTCA, Korja 1 KOHTPO/bHOE W3MepeHue B Tpynne MpeBbILaeT
cpedHee +2s, a ipyroe npeBbILLAET cpefHee -2s;

*4/ls OTKMOHAOTCH, KOrga 4 MocC/efoBaTesibHbIX  KOHTPO/bHBIX  M3MEpPeHus
MpPeBbILLIAOT OfHO M TO Xe cpefHee +IS wanM OQHO M TO e CpedHee 3HayeHwe -Is
KOHTPONLHOIO Npejena;

» 10x oTKnoHstoTCs, Korga 10 nocnefoBaTeNbHbIX  KOHTPOSbHBIX  U3MEPeHUI
NajaroT C OJHOW CTOPOHbI OT CPesHero.
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ABTOMaTMYeCKMiA KoarynomeTp «Technology Solution 400». PykoBOACTBO MO 3KCMyaTalmm

MnaBa 9. OT4deT

Haxxmute KHOMKy 6biCTporo goctyna «OTyeT» Ha NaHeM WHCTPYMEHTOB WM
KHOMKY «MeH0» ->«OT4eT», YUTOObl BOATU B MeHIO «OTYeT». CM. pUCYHOK 9-1.

@H-tiE
PrcyHoK 9-1. MeHI0 OTYeTOB.
B wvHTepdpeiice Bbl MOXeTe BBOAWTL / pPefaKTMpPOBaTb WH(OPMALMIO O MalueHTe,

npocMaTpuBaTb W MpPOBEpsiTb pPesy/bTaTbl TECTMPOBaHWS, pacreyaTbiBaTb OTYeTbl 06
aHanM3ax 1 0ToGpaXaTh apXMBHbIE AaHHbIE BceX 06pasLioB 1 STAT 06pasLioB.

MnaBa 10. KannbpoBka

101 KanmbpoBoyHast KpuBas
Haxxmute KHOMKy «MeHto» -“«KanmbpoBka» -"«KasmbpoBoyHas KpuBas», YTOObI
BOWTY B MeHI0 «KannmbpoBoyHast kpueas». CM. pucyHok 10-1.

74

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



ABTOMaTHy4eckmnii koarynometp «Technology Solution 400». PykoBOACTBO MO 3KcnayaTaLmm

PrcyHoK 10-1. MeHt0 KafIMbpoBOYHON KPUBOMA.

Bbl MOXeTe NpPOCMOTPETb MH(OPMaUM0 O KalMOPOBKE, COOTBETCTBYHOLLYHO
BbIOPaHHOMY TECTY, BK/HOYas HEKOTOpble MapaMeTpbl HaCTPOMKW KainbpoBKW, AaHHbIe
Ka/IM6POBKN N Ka/IMOGPOBOYHYHO KPMBYHO. HaxkMuTe KHOMKY «[leyartb», YTobbl pacreyararb
Ka/IMOPOBOYHbIE [AaHHble W KanMOPOBOYHYHD KpMBYKO MapameTpa, OTOOpaXaeMoro Ha
TeKyLLEM UHTepdeice.

10.2. ABTOMaTMyecKas Ka/imbpoBKa

Haxmnte KHOMKY «MeHio» “«KannbpoBka» -“«ABTOMaTUYeCKas KaI1bpOBKa»,
4TOObI BOMTW B MEHIO aBTOMATUYECKON KanMOpoBKM. CM. pUcyHOK 10-2.
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ABTOMaTn4eckunin koarynometp «Technology Solution 400». PykoBoAcTBO Mo aKchayaTaumm

. (ll <

PrcyHOK 10-2. MeHH0 aBTOMAaTMYECKON KalMOPOBKM.

10.2.1. HacTpolika KanmbpoBKu

HaxxmnTe KHOMKYy «HacTpoiiKa», 4TOObl BBECTU KO3(MUUMEHT pa3sefeHUs U
3Ha4yeHve cTaHgapTHoro marepuana. Cm. pucyHok 10-3.

HBCTpPOIiK9-PT-%

eGP GpnbA (€3 3q(o1 > 7] 25.10.2022
FenvEssmA ASo Hoprgavs v
Iaare Grvaoxes=messRmvWwinoTl rMsusAnnaEIAa.
caEFpEao

NEFEDER

Ne K ve TR, | Camppraesaele IionessEs

OK OTmMeHa

PrcyHoK 10-3. PUCYHOK HacTPOMKMN aBTOMATUYECKOI KanMOpOBKN.
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Asromarnueckuil koarynomerp «Technology Solution 400». PykoroACTE0 MO 2KCIUTYATAUMH ’

Bul MoxeTe BHIGpaTh pEKHM pasBeACHMA W rpynny koadduuuentos pasbapnexus,
BBECTH 3HAQUeHMe cTaHgapra Marepuana. Korzma pemum pasbaBlieHHs YCT@HOB/EH B
nonokeHun «PydHoH», TO BTOpOE MoJe CO CNHCKOM Ko3dduumenton pasGasnenua Syaer
HeakTHBHO. Korna pexum pasGaBneHWS YCTAHOBJIEH B NOJNKOKEHHE «ABTOMATHYESCKMIi»,
napameTpsl  rpynnml  xoadpHuuentos pasGapienns  moryr ObiTb  BeOpaHsl  u3
BHINAZAIOWIErD CMUcKa. Buibepure AMMOCHT M3 COOTBETCTBYIOWIETO CMHCKA, BBESAWTE
HOMEp cepuM Kanubparopa M ero craHaapTHoe 3Ha4ueHue. Ecin HeoOX0aHM BBOA rpyNMbt
KanuGpaTopoB C YK€ M3BECTHBIMM nNapaMeTpamu (He TpebylolUMH aBTOMATHYECKOro
pasBeneHUA), pexHM pazbaBlieHMA YCTAHABIMBACTCA B MOAOKeHWH «PyuHoit». 3arem
BBOASTCS 3HAYEHUA KAKAONO H3 Kanubparopos.

Haxmure kHonky «OK»., Ecau BBOA A8HHBIX KOPPEKTEH, CHUCTEMA COXPAHHT
HacTpOHKK, 3aKpPOET AMANONOBOE OKHO HACTPOHKH H BEPHETCA K TEKYyLIEMY OCHOBHOMY
unrepdeiicy. Ecnn panHbie HeBeplbl, NOSBHTCA COOTBETCTBYIOLUCE OKHO HOACKA3KH C
nepeoii ormMeueHHOH OLWHOKOMH, H HACTPOIKHM coXpaHeHb He GyRyT.

Koraa nacTpo#ika kanuOpoBKH 3aKOHYeHA, HAXMHTE KHOTIKY «HauaTt TecT», BRBEANTE
HHGOPMALKIO O NO3HUWH KATHGPOBOHOH NNa3Mbl B MoNle KANHOPOBKH B AWANONOBOM OKHE
«Myck» n naynute KanuGpoeky. CocTosHue TecTa u pesynbtarbl GynyT oTobpaxathca B
CNUCKE AaHHLIX HA uHTepdeiice kanubposkn. Ecau ecTh HeckoNbKo NOBTOpEHK,
pe3ynLTaThl KAKAOTO NOBTOpa GyayT 0TOGpanarscs B CNHCKE.

Haxmute kHONKy «PeaxuMoHHas KpHBas», YTOOB NPOCMOTPETL KPUBYIO PeaKkuuH
KaKIOH KOHTponsHOH Toukn. Korma Tmecr 3akoHueH, kanuOposouHas kpusas Oyaer
ABTOMATHYECKH MOCTPOEHa B COOTBETCTBHH C BLIOPAHHBLIM METOOM pacyeTa.

Haxmnte KHONKy «COXpaHWTh  KPHBYIO», YTOOBI  COXPaHHTh  TEKYULYlO
KaNHGPOBOYHYIO KPUBYIO M OGHOBUTE BUA KANHOPOBOYHON KPHBOIt KaK NOXTBEPXACHHOA.

HaxxmMuTe knonky «Ileuars», 4ToG6i pacnesararh A3HHbBIC KATHOPOBKA K KPHBYIO.

10.3, Pyunasn xanuGposka

Haxmute kHonky «Memion -> «KanuGpoeka» - «Pyunan kannbposka», 4Tobbl BOHTH
B MEHIO HACTpPOHKM py4Hoii kannGpoeku. Cm. Pucyrok 10-4.
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ABTOMaTuyeckuii koarynometp «Technology Solution 400». PykoBOACTBO NO 3Kcnayatauum

PrcyHoK 10-4. MeHIO py4YHOI KannmbpoBKK.

Mocne Bbl6Opa 3neMeHTa Bbl MOXeETe BblOpaTb METOAMKM, HaxoAsLMecs B /IEBO
yacT WHTepdeiica, BBECTM Ka/IMOPOBOYHbIE [aHHble W BbliOpaTb METOAbl pacyeTa.
Haxmute KHOMKY «[lMOCTpoeHMe KpuBOW». ECiM  BBOA  KaMOPOBOYHbLIX  AaHHbIX
[eNCTBUTENIEH, OTOOpasUTCA KaiMbpoBOYHas KpuBas; B MPOTUBHOM C/lyvae MOSBUTCA
BCM/bIBatOLLEE COO0OLLUEHNE. Haxkmute KHOMKY «COXpaHUTb KPUBYHD», YTOOblI COXPaHWUTb
Ka/IMOPOBOYHYHO KPMBYHO M O6HOBUTHL MHTepelic «KannmbpoBouHas KpuBas» B KauyecTse
[EVICTBYIOLLEN KanIMOPOBOYHON KPMBOM. HaxkmmTe KHOMKY «[leyaTb», YTO6bI pacneyararb
[aHHble Ka/IMOPOBKU U KPYBYHO.

10.4. Vctopusa KannbpoBku

Haxxmute kHOMKy «MeHto» -“«Kanmbposka "McTopmns KasmbpoBKm», YTOObI BOWTU

B MeHI0 «l/IcTopus KannbpoBku». CM. pucyHoK 10-5.
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PrcyHOK 10-5. MeHI0 MCTopun KanmbpoBKM.
PasfiMyHble MCTOPUM Ka/MOPOBKM MOXHO MPOCMAaTpMBaTb B 3aBUCUMOCTU OT

I'IpVIBVIﬂEI'l/IVI nonb3osarens. AAMUHUCTPATOP MOXET MNPOCMOTPETb BCE  UCTOPUU
Ka]'II/I6pOBKI/I BbINO/IHEHHbIE aAMUHUCTPATOPOM. HXeHep 06CI'Iy)KI/IBaHI/IFI no/b30BaTenein n

BbiLLIE MOXXET MPOCMaTpmrBaTb BCE NCTOPUNA Kal'll/l6pOBKI/I.
HaxkmuTe KHOMKY «[leyatb», YTOObI pacnedvararb BCE 3arnnch B CIUCKE UCTOPUA

Ka/IMGPOBKM, HO [JaHHble Ka/IMBPOBKU He ByIyT HareyaTtaHbl.
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MnaBa 11 AHaNNTUYECKNE XapaKTepPUCTUKN

111 KoaththmumeHT Bapraumm (BOCMPOM3BOAMMOCD).

KoathhmumeHT BapraLym MeToga 3aBMCUT OT MCNO/b3YeMOro Habopa peareHToB. 3a
[aHHON MHopMaLmein 06paLLainTech K MHCTPYKLMM MO 3KCM/lyaTalmy COOTBETCTBYHOLLENO
Habopa peareHToB, B TOM YMC/Ie, YKa3aHHbIX B M. 1.7 HACTOALLEro PyKOBOACTBA.

112 YyBcTBUTENBLHOCTb (MPeaes 06HapY>KeHNS).

UyBCTBUTENIbHOCTL METOZA 3aBWCWUT OT WCMO/b3yeMoro Habopa peareHToB. 3a
[aHHOIN MHopMaLmein obpalLaiiTec K MHCTPYKLMM MO 3KCMyaTaluumM COOTBETCTBYHOLLETO
Habopa peareHToB, B TOM YMC/IE, YKa3aHHbIX B M. 1.7 HACTOALLEro pyKOBOACTBA.

11.3 JINHeNHOCTb (aMana3oH U3MepeHNst).

JIvHeHOCTbL MeTOfa 3aBWUCWUT OT MUCMOMb3YeMOro Habopa peareHToB. 3a AaHHONA
MH(hopMaLmell obpalLaiTecb K MHCTPYKLMM MO 3KCr/lyaTauum COOTBETCTBYHOLLENO Habopa
peareHTOoB, B TOM YMC/e, YKa3aHHbIX B M. 1.7 HACTOALLEro pyKOBOACTBA.

114 BnvsHWe MHTepP(EPEHTOB.

lMpoLecc M3MepeHWs B MPUCYTCTBUM Pas/INYHLIX MHTEPQEPEHTOB yKasaH B M. 2.3.
Tawke obpaljaniTecb K WHCTPYKUMM MO 3KCM/yatauuy COOTBETCTBYHOLLEro Habopa
peareHTOoB, B TOM YMC/Ee, YKa3aHHbIX B M. 1.7 HACTOALLEro pyKoBOACTBA.

115 OrpaHuyeHve MeToma.

OrpaHnyeHns npu UCMONL30BAHUM  MEAWLMHCKOTO  M3fenvs  OnpeaensaroTcs
O1OMoOrnyeckM MartepuasioM, B KOTOPOM MPOBOAWTCA WUCCNeAoBaHve. [is  aHaim3a
CMOMb3yeTcs NiasMa KPOoBM YerOBeKa, CTabuIN3MPOBaHHaA aHTUKOAryniaHTOM (LMTpaTom
HaTpus). J1to6oM [pyroil MaTepuas CUATAETCA HenpefyCMOTPEeHHbIM. Takke A
YTOUHEHVS1  OrpaHUYeHWiA  obpallaiiTecb K WHCTPYKUMM MO 3KCM/lyaTauum
COOTBETCTBYIOLLIErO Habopa peareHToB, B TOM YWC/e, yKas3aHHbIX B M. 17 HACTOALLEro

PYKOBOACTBA.

116 [ocTynHble pediepeHTHbIe MaTepuasbl.
B KayectBe pefpepeHTHbIX MaTepuasioB MOTYT BbICTYMaTb KOHTPO/bHbIE M1a3Mbl
[N COOTBETCTBYIOLLMX METOAOB aHasn3a, B TOM YWC/e, yKasaHHble B M. 1.7 HaCcTOALLEro

PYKOBOACTBA.
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MnaBa 12. HacTpolika cuctemMbl

121, JononHuTesbHble PYHKUUN

HaxxmuTe KHOMKY «MeHto» ->«HacTpoiika» -"«1ononHuTeNbHbIE DYHKLMN», YTOObI
BOWTM B MEHIO HAaCTPONKM AOMONHUTENbHLIX YHKUMIA. CM. PucyHok 11-1.

PUCYHOK 12-1. MeHt0 HaCTPOIKM JOMOMHUTENbHBLIX PYHKLWIA.

Bbl MOXeTe YCTaHOBUTbL PeXXMM BBOAA HOMepa obpasua (BKIOYas py4qHO BBOZ, W
aBTOMAaTUYECKOE YBeNMYeHMe HOMepa). [19 pexxuma aBTOMaTUYECKOro YBESIMYEHWs Bbl
TaKkKe MOXeETe BblOpaTb, WMCMO/Mb30BaTh MPEUKC ANA Hymepauuu Wim HeT; «[locne
MPOBEPKM OAHOM 3anucy aBTOMATUYECKN MEPENTU K CRefyroweli 3anmcuy, Moanexallen
npoBepke»; INoBTOpHas nposepka; CurHan Tpesory; ViHgopmauma 06 obpasue / naumeHTe;
BbIK/IOYaETCA /1N ra/loreHHas flamna Bo BPemsi CrIALLEro pexkvma n . 4.

HaxxmuTe KHOMKY «CoXpaHUTb», W CUCTeMa OnpeaennT MpaBUIbHOCTb HAaCTPOEK.
Ecnm Bce HaCTPOMKM MpaBWNbHblE, HACTPOMKM OydyT COXPaHeHbl; eCnn  Kakoi-nmbo
napameTp HeBepeH, MOSBUTCS BCMJ/IbIBatOLLEe COOOLLEHME C NEPBO OTMEYEHHOM OLLMOKOIA.

12.2. lNeyaTb

Haxxmmte KHOMKy «MeHto» ->«HacTpoilka» “«[lleyaTb», 4TOObl BOUTU B MEHIO
HaCTPOMKM neyatn. CM. pUCYHOK 12-2.
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PUCYHOK 12-2. MeHI0 HaCTPOMKKM nevaru.

Bbl MOXeTe BbIGpaTb MPVHTEP MO YMOMYaHWIO, 3aro/fioBOK OTYeTa, (POpMaT OTYETa,
3aMeTKWN K OTHETY 1 aBTOMATUYECKYHO Nevarb (aBTOMATUYECKOE BK/IHOYEHVE / BbIK/THOHYEHMe
/ neyatb nocne ayauTta) U T. 4.

Haxxmute KHOMKY «CoxpaHuTb». ECnM BCe HACTPOAKM MpaBU/ibHbIE, HACTPOVKY
Meyatn GyAyT COXpaHeHbl; eC/IN KakoW-bo napameTp HeBepeH, MOSIBUTCA BCM/IbIBAtOLLEe
CO06LLIEHNE C MEePBOI OTMEYEHHO OLLIMOKOM, a HACTPOKM NeyaTty He 6yayT COXpaHeHbI.

Haxxmute KHOMKy «OnpefieneHo nosb3oBaTefiemM», YTo0bl OTKPbITb OKHO HaCcTPOMKM

M0/1b30BaTENLCKOr0 COAEPXKUMOro nevat. CM. pUCyHoK 12-3.
~r @ TT- i coxtirfoudlll
Nup wTn)| - offHoufiiénTaTn
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Mke<MIMBT

Ypanute

nosl e *0L1W @

*
A00.B KIX*L BTuu nranun

3MMNeOM> bl uury

OTmeHa

PucyHok 12-3. MeHto onpeAaensiemoro nosb3oBartesieM 4719 neyart COAePXKMMOro.
Bbl MOXeTe YCTaHOBWTb COLepXaHue neyati, kakve nons OyayT HareyartaHbl B
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3aro/ioBke N Kakue 6y,qu Hane4yataHbl Ha HWDKHEM KOJIOHTUTYNE, U HACTPOUTLb MOPAAOK
nevaru.

123, TMapameTpbl TecTa, onpeaensemMble Nosb30BaTeNEM

Haxxmute KHOMKy «MeHio» -“«HacTpoiika» ->«HacTpoiika napaMeTpoB», 4TOObI
OTKPbITb OKHO HACTPOWKM A5 BBOAA MO/b30BATENbCKMX NapameTpoB. CM. pucyHOK 12-4.

PucyHok 12-4. MeHto napameTpoB, onpeensembiX Mosb30BaTeneM.
Korza B cnvcke HeT aaHHbIX, OyAeT BblAesieHa TONbKO KHOMKa «/106aB1Tb», a KHOMKY
«M3MEHNTbY U «Y[anTb» 6YAyT HEaKTUBHbI.

HaxxmuTe KHOMKY «[J06aBnTb», YTOObI OTKPLITL AMAIOroBOe OKHO «/106aBnTb». CwM.
pUCYHOK 12-5.
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[eanir
rorcenAargaera
CHAGHCENATgEAETRA

s/l
EOvioneaB e e OHOEDA TS [EHTVIRIK

EaunLiveqgein

OTmMeHa

PucyHok 12-5. MeHto fo6aBfieHnst No/b30BaTe/IbCKUX MapameTpoB.

Bbl MOXeTe yCTaHOBWTb TMO/IHOE MWMA MapaMeTpa TecTa, COKpalleHHOe UWMA
napameTpa, BapuaHTbl pe3y/bTara, efuHuUbI, opMaT AaHHbIX, PeepeHTHOe 3HayeHue U
[vana3oH pediepeHTHbIX 3HAUYEHNIA.

Haxxmute kHonky «OK». EC/M Bce HaCTPOVKM BEPHBI, CUCTEMA 3aKPOET A1a/ioroBoe
OKHO «[l06aBUTb», COXPaHWUT YCTaHOB/IEHHbIE MO/b30BATENIEM 3HAYEHWS MapaMeTpOoB,
BEPHETCA K TeKyLlemy OCHOBHOMY WHTepdeiicy M O6GHOBMT CMUCOK MapaMeTpoB,
onpegeneHHbIX NoMb3oBaTenieM. EC/M Kakoii-nMbo napameTp HEBEpeH, MOSIBUTCH OKHO C
3arnpocom, npu 3ToM nepsast OLMOKa ByaeT nofcsedeHa. HaxmuTte KHOMKy «OTMeHa», U
CuCTEMa 3aKPOeT 1asioroBoe OKHO «[106aBnTb», He L06aBUT M0/b30BaTE/IbCKUIA NapameTp
N BEPHETCS K TEKYLLEeMYy OCHOBHOMY VHTepeNicy.

HaxxmnTe KHOMNKY «/13MEHWUTL», YTOObI OTKPbITH A41aNI0r0BOE OKHO «PefaKTUpOoBaTh».
CMm. pucyHok 12-6.
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Pepak-Tb

lNonHoe v MapameTpa 12
CokpalrLieHHoe Vst napameTpa 12
Onuym pesyrnetara 12

(Ecnu cyLiecTBYeT HECKOMBKO BApVaHTOB, pasfeninTe 1X

EneHuLbl vsvepeHna 12

Popmar JaHHbIX

LleneBoe 3HaueHve 12

[nanasoH 12.0
OTmeHa

PucyHok 12-6. MeHI0 peflakTUpOoBaHWA Mo/b30BaTE/IbCKMX NapaMeTPOB.

VHopMaupss 0 pas/iMuHbIX napameTpax, OTOOpaxaeMblX B AWMaI0rOBOM OKHE
«PefjakTpoBaTb», SBNSETCA HACTPOMKOM BbIOPAHHOrO MO/b30BATENEM OMNPEAEeNIEHHOrO
napameTpa. Ecnm napavetp He Obll yCTaHOB/EH, OydeT OTOOpakaTbCs 3HAYeHue o
YMO/THYaHNI0, KOTOPOE MOXKET ObITb M3MEHEHO MOJb30BATE/IEM.

Haxvute kHonky «OK». ECnM HacTpOMKM BCeX MapameTpoB BepHbl, cucTema
3aKpOeT AnanoroBoe OKHO «PefakTupoBaTb», COXPaHUT U3MeHEHVEe MapaMeTpa 1 BEpPHeTCA
K TeKyLleMy OCHOBHOMY WHTepdelicy. Ecnu kakas-nMbo ycTaHOBKa MapameTpa HeBepHa,
MOSBUTCS OKHO MOZACKa3Ky C MepBO/i OTMEYEHHON OLLIMOKOA.

Haxmute  KHOMKy «OTMmeHa», WM CUCTEMa  3aKpOeT  [AMa/lorOBOe  OKHO
«PefjakTpoBaTb», HE W3MEHUT MapaMeTpbl W BEPHETCA K TeKyLemMy OCHOBHOMY
NHTEpdelicy.

HaxXMute KHOMKY «Y[amTb», U MOABUTCA COOTBETCTBYHOLLEE [AMa/IOrOBOE OKHO.
Haxmunte KHOMKy «OK», M cucTema ydanuT BblOpaHHbIA MOSb30BaTeNeM MapameTp,
3aKPOET OKHO MpUr/ialleHnsi, BEPHETCA K TeKyLLeMy OCHOBHOMY WHTepdeiicy v 06HOBUT
CMNWCOK MapameTpoB, OMNpefeneHHbIX Mosb3osarteneM. Haxmute KHoOnKy «OTMmeHa», ©
CUCTEMA He BbIMOMHUT YAaNeHe N 3aKPOeT OKHO MPUIalleHns U BEPHETCA K TeKyLLemy
OCHOBHOMY VHTepelicy.

12.4. HacTpoiika npoguns

Monb30BaTe/lb MOXET 3anporpaMM1MpoBaTh (POPMUPOBaHME FPYMMbl OAHOTO U Gonee
TECTOB B NPOU/b Ha 6a3e NPOU3BOMBHON BLIOOPKM A4S X COBMECTHOIO BbIMOTHEHUS.
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Haxxmmte KHOMKY «MeHHo» ->«HacTpolika» -"«HacTpoiika npouns», 4Tobbl BONTH
B UHTepP(eliC HaCTPOMKN Npogmns. CM. pUCYHOK 12-7.

PycyHOK 12-7. MeHt0 yCTaHOBKM Mpotuns.

Bbl MOXeTe [106aBNsiTb, PeAaKTVMpPoBaTh W yaandTs npotmnu. Korga B criMcke HeT
npodmns, KHOMKa «[]06aBUTb» MOACBEUMBAETCS, & KHOMKM «/3MEHUTb» W «Y[anTb»
HEAOCTYTHbI.

12.41. [do6asneHue npoduns
Haxxmute KHOMKY «[J06aBUTb», YTOObI OTKPbLITL AMAIOr0BOE OKHO «/06aBUTb». CM.

PUCYHOK 12-8.

%x

0K
PrcyHoK 12-8. MeHto fiobasnieHns npodmns.
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Bbl MOXeTe YCTaHOBUTb MMSI MPOGMNS U BbibpaTb Te TeCTbl, KOTOpble LO/MKHbI
COflepXKaThCsl B npodune. Haxxmnte KHOMKy «OK». ECM Bce HACTPOIMKM BEPHbI, CUCTEMA
3aKpOET AMaIorOBOE OKHO «[]06aBUTb MNPOQn/b», COXPaHWUT HACTPOWMKM, BEpPHETCA K
TEKYLLEMY OCHOBHOMY WHTEpP(eiCcYy MU O0BHOBWT CNMCOK npodmneit. Ecnn Kakoi-nnéo
napameTp HeBepeH, MOSBUATCA OKHO C 3armpocoM, Mpu 3TOM repBas OWKMOKa Oyaet
noaceeveHa. Hakmute KHOMKy «OTMeHa», W CUCTEMAa 3aKpPOET [AWaloroBOE OKHO
«[]06aBUTL», He L06aBUT NP0 U BEPHETCH K TEKYLLEMY OCHOBHOMY MHTEpP(eNiCy.

12.4.2. PepakTupoBaHve npodunis
Hakmute KHOMKY — «PeflakTmpoBaTb», UTOObl OTKPbITb  AMAaioroOBOE  OKHO
«PepakTmpoBatb». CM. pycyHOK 12-9.

K<ITxeRy TecT

Xii

OK

PucyHoK 12-9. MeHto pefiaKTMpoBaHus Npognng.

VHopmaums, oTobpaxaemas B AMaNOroBOM OKHe «PefakTupoBaTb», - 3TO
napameTpbl, 3afaHHble 415 BbIOPaHHOIO MpPognss. Bbl MOXETe M3MEHUTHL MMSA NMPOUAs 1
BbINO/IHAEMbIE TECTbI, COAepXkawiyecs B npodmne. Haxmute kHonky «OK». Ecnm Bce
HaCTPOMKM NpaBW/bHblE, CUCTEMA 3aKPOET AMaIOr0BOE OKHO «PefakTupoBaTb», U3MEHUT
BblOpaHHbIA MPOn/b, BEPHETCA K TEKYLLEMY OCHOBHOMY WMHTepdeiicy 1 06HOBUT CMUCOK
npomneid. Ecnn kakon-nnbo napameTp HeBepeH, MOSBUTCSH OKHO C 3arpocoM, Mpy 3TOM
nepeas oOLMbKa OydeT noacsBeveHa. Haxmute KHonky «OTMeHa», M cucTeMa 3aKpoet
QVanoroBoe OKHO «PefakTMpoBaTb», He W3MEHWUT MNPOIb U BEPHETCA K TeKyLUemy
OCHOBHOMY VHTep(eicy.
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12.4.3. YpaneHve npotuns
HaxxmnTe KHOMKY «Y[aimnTb», YTo6bl OTKPbITh AMAIOrOBOE OKHO «Y[a/nTb». CM.

pucyHok 12-10.
fgoacaa

Yovisa(abiraapr?

[a Her

PrcyHok 12-10. MeHt0 yganeHns npopuns.

Haxxmute KHOMKY «[a», U cucTeMa YAaMT BbiGpaHHbI Npoduib, 3aKPOeT OKHO
MOACKA3KKW, BEPHETCS K TEKYLLiEMY OCHOBHOMY MHTep(elicy 1 0GHOBUT CMIMCOK MPOteN.
HaXMUTe KHOMKY «HeT», 1 CUCTEMA He YAanuT BblGpaHHbI MPOGU/bL 1 3aKPOET OKHO
MOACKA3KN 11 BEPHETCS K TEKYLLIEMY OCHOBHOMY MHTEpPMelcy.

125. Cnosapb AaHHbIX
Haxxmute KHOMKy «MeHto» “HacTpoiika ~CnoBapb fAaHHbIX, 4YTOObl BOWTW B

MEHIO C/10Baps AaHHbIX. CM. puUCyHOK 12-12.

PucyHok 12-12. MeHro cnoBaps faHHbIX.

Bbl MOXeTe yCTaHOBWUTb OTAe/NEHWe, nanaty, TWM NauueHTa, Moa, TUM onathbl,
oTnpaBUTENA, TUM (bI'IaKOHa, KTMHNYECKINI AVarHo3 n BHECTW NpuMeYaHud, BKIKOYada UMA,
(01 6bICTpOI'O foctyna. Ecnn B crnvcke HeT COAEPXKMMOrO, BblAeNsaeTcs TOMbKO KHOMKa

88

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AsTomaTuyeckmii koarynometp «Technology Solution 400». PykoBOACTBO MO 3KCMTyaTauum

«[106aBUTb», a KHOMKU «PeaKTpoBaTb» U «YaINTb» 0TOOPAKAHOTCA CEPbIM LIBETOM.

1251 [o6aBneHune B CNoBapb AaHHbIX
BbibepnTe COOTBETCTBYIOLLWMIA CNOBapPb AaHHbLIX U HOKMUTE KHOMKY «[06aBUTbL,

4TO6bI OTKPbLITb OKHO «[106aBUTb». CM. pUCYHOK 12-13.

mfcdrfCipOfO
Joctyne

078311a araT 3TMBMT
6yfeT ycralHioanBm Mo ¥»1onyanHio

(0,4 OlweHa
PucyHoK 12-13. MeHto go6aBneHust cioBaps AaHHbIX.

Beegute Mg, Kog OGbICTPOro AOCTyna, npuvMeYaHus 1 BblbepuTe «YCTaHOBUTbL MO
YMO/THaHMIO MpK BBOfe 06pasua». Haxkmute KHOMKy «OK». Ecnv BCe HACTPOMKM BEpPHbI,
C/UCTEMA BbIMOMHUT [06aBNeHVe, 3aKpPOeT [Ma/ioroBOe OKHO, BEPHUTCA K TeKyLlemy
OCHOBHOMY WHTepdeiicy 1 O6HOBUT CNWUCOK. ECnM KakoW-Mbo napameTp HeBepeH,
MOSBUTCS OKHO C MEPBOI BblAe/IeHHON OLLMOKON. HaxxmuTe KHOMKY «OTMeHa», ¥ cuctema
3aKpPOET [AMafiorOBOE OKHO «[l06aBWTb», HE BbIMNOMHUT [00aBNEHWE W BEPHETCA K
TeKyLLieMy OCHOBHOMY UHTepP(eicy.

1252 PepakTunpoBaHue cnoBapsa AaHHbIX
Bbi6epuTe 3anmcb 13 CINCKA Y HXKMUTE KHOMKY «PefakTpoBaTh», YT06bl OTKPLITh
[lManoroBoe OKHO «PefakTnpoBatb». CM. pUCYHOK 12-14.

Pepac-Tb
Foes =1

Yei=Y s ¢ (0]
Jrra

Meeawn

ApegedpErroooseae T
" AYCREETOMO VRO

OK OTmeHa

PucyHok 12-14. MeHI0 pelakTUpoBaHUA C/10Baps AaHHbIX.
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Bbl MOXeTe M3MeHWTb WMSI, Kof ObICTPOro AOCTynma W MNpUMMeYaHus, BblOpaTb
«YCTaHOBUTb 3TO 3HAYEHMeE M0 YMOMYaHWIO Npu BBOAe 0bpasLiay». Haxmute KHOMKY «OK».
Ecnn Bce HacTpOMKWM BepPHbl, CUCTEMA BbINOMHUT pefaKTMpOBaHUE, 3aKpPOET AuasioroBoe
OKHO «PefakTnpoBaTh», BEPHETCS K TEKYLLEMY OCHOBHOMY WMHTEPIEACY 1 0GHOBUT CrICOK.
Ecm Kakoil-nmbo napameTp 3adaH HEBEPHO, pelaKTMpOBaHWE He OyfeT BbIMOMHEHO, U
MOSIBATCS BCM/bIBAtOLLIEE OKHO C MOACBEYMBaHMEM MEPBOM OLUMOKW. HaxXmuTe KHOMKY
«OTMeHa», M cuCTeMa 3aKpOeT AMaIOroBOe OKHO «PefakTupoBaTb», He BbIMOMHUT
peaKTUPOBaHME M BEPHETCA K TEKYLLEMY OCHOBHOMY UHTepP(eicy.

125.3. YpaneHue v3 cnoBaps AaHHbIX
3HaueHre Mo YMOMYaHUI0 He MOXKET ObITb YAaseHO, TOMbKO L0OABMNEHHbI KOHTEHT
MOXHO YAaUTb. HaxXmuTe KHOMKY «Y[ainTb», YTOBbl OTKPbITb OKHO «YfAanmTb». CM.
pucyHok 12-15.

Mopcka;ka

YpanuTb BbIGpaHHyo MHopmaLmio?

PucyHok 12-15. MeHto 3anpoca yaanieHus cnosaps AaHHbIX.

HaxxmuTe KHOMKy «[a», 1 CCTeMa BbIMOMHUT yaneHne, 3aKpOoeT AuanoroBoe OKHO
«3anpoc», BEPHET K TeKyLLleMy OCHOBHOMY WHTepdelicy M OGHOBUT CMMCOK. Haxkmute
KHOMKy «HeT», n Cuctema He BbINOMHAT yaaneHne, 3aKPOeT AManoroBoe OKHO «3arpocy U
BEPHETCS K TEKYLLEMY OCHOBHOMY MHTepdeiicy.

12.6. HacTpoiiku cBs3n
Haxmute KHONKy «MeHto» ->HacTpoiika ->CBsisb, 4TOObl BOMTU B MeH0
HaCTPOMKM cBsi3n CM. pUCYHOK 12-16.
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PrcyHOK 12-16. MeH0 HaCTpOWKM CBSI3W.

HacTpoiika cBasu J1MC

HacTpoiika nHTepdelica BKNOYaeT B cebst HACTPOKy IP-aapeca 1 HacTpoliky nopra
xocTta JINC. Onuun B pexxumMe CBA3N BKIKOYAOT «Cnocob cBasuy», «OTnpaBnTb pesy/bTarthbl
B pPeXVMe peasbHOro BpeMeHU»,« OxufaHue 00OpaTHOM CBA3W»,« TalM-ayT CBA3W» W
«[oAKMoUNTL Paboyyto CTaHLMKO aBTOMATUYECKW MPU 3aryCcKe.

HacTpolika cBsizu ¢ npruéopom

Mpnbop 06MeHMBAETCA AaHHLIMU C KOMMbIOTEPOM MO CETEBOMY Kabeno, n A4
IP-afpeca COOTBETCTBYIOLLE CETEBOV KapTbl MO YMONYaHWUIKO YCTAHOB/IEHO 3HaYeHue
192.168.1. *.

MpumeyaHue: Ecnm dyHkums JIAC wn cBA3b ¢ NpMOOPOM Yepe3 CETeBOW MOPT
BblbpaHbl ogHoBpemeHHO, URL-agpec cepsepa J/IC He O0/MKeH ObITb CEFMEHTOM CETU
192.168.1. *, Ha4e oH OyOeT KoH(mMKTOBaTb ¢ IP-agpecom npubopa.

12.6.1. CoxpaHeHWe HaCcTpPOeK CBA3N
HaxxmnTte KHOMKY «CoxpaHuTb». ECM BCe HACTPOMKWM BepHbl, HACTPOMKM CBA3N
OyayT coxpaHeHbl. ECnv kakoi-nMbo napameTp HeBepeH, MOSBUTCS OKHO C MOACKA3KOW,

MpV 3TOM NepBast OLIMGOKa By/IeT MOACBEYEHa, 8 HACTPOWKM He BYIyT COXpaHeHbI.

12.6.2. MogkntoyeHne
Haxxmmte KHOMKy «CoeauHeHWe», YToObl noakntounteea K cepeepy JIMC. Korga
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COefIMHeHNe OGyAeT yCrewHbIM, 3Ha4Yo0K coeanHeHust JIVIC B CTPOKE COCTOSHUA OyaeT
O6HOB/IEH; KOrja CoefiMHEHUE BbIXOAUT U3 CTPOS, OydeT 0To6paKaTbCsi COON CoeamHeHMs
nc.

12.6.3. PasbeanHeHve
Haxxmute KHOMKY «Pa3befnHNTb», YToObl OTK/IHOUUTL COoeiMHeHMe ¢ cepeepom JINC.

Korga pasbefnHeHue OyaeT ycrnelluHbiM, 3Ha4YoK coefunHeHust JIMC B CTPOKe COCTOSHUSA
OyzeT 06HOB/EH.

12.7. YnpasrneHWe nonb30BaTeaMm
Haxxmute KHOMKy «MeHto» -“HacTpoiika YnpaBneHue nonb3oBaTensiMy, YTOObI
BBECTW Monb3oBaTens. MeHto ynpasieHna cM. pucyHok 11-17.

(T b

PucyHok 12-17. MeHto ynpae/neHns rosb30BaTesisimu.

WHTepdhelic ynpasneHns nosb3oBaTeniaMy NpefoCcTaBnseT pasinyHble PYHKUMM B
3aBMCMMOCTM OT MpaB Mo/b30BaTeNs. Y 0OblYHbIX MOMb30BaTeNen HeT  (hyHKUMK
«[106aBUTb», «PefaKTypoBaTb» WM «YOaiUTb», WU TOMbKO KOHKPETHbIA MO/b30BaTe b,
3aperncTpupoBaBLUMIACA B CUCTEMe, UMeeT  (YHKUMIO  «/3MEeHUTb  Maposib».
AIMWHUCTPATOP W Bbille UMEKT (YHKUMW [06aBMeHUs, pefakTUPOBaHWA, YOaleHus U
N3MEHeHNs napons.

12.7.1. [o6asneHve nonb3osartesis
Haxxmute KHONKY «/106aBUTb», YTOObI OTKPbITL AMA/IOr0BOE OKHO «[]06aBNTb». CM.

pucyHoK 12-18.
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NorvH

Nma MOJMB3.
Maponb

Moar. naponb

Yp.goctyna Na6opaHT O OTKpPbITbI ayanTt

MNpumeyvaHus

OK OTmeHa

PrcyHoK 12-18. MeHto 106aBnieHns Nnonb3oBaTess.

Bbl MOXeTe yKasaTb WMMS M0/b30BaTeNs, Maposib, YPOBEHb A0CTYNa, OTKPbITb /N
MPVYBWNENVIO ayauTa, 3ameyaHust U T.4. ocne HacTPOVKM HaXXMUTE KHOMKY «OK». Ecin
BCE HaCTPOWKW BepHbl, CUCTEMa 3aKPOET [AMasioroBoe OKHO . [06aBWT MO/b30BaTess,
BEPHETCA K TeKyLLemMy OCHOBHOMY WHTepdeiicy, U 06HOBMT CrUCOK. Ecnn Kakoi-nnbo
napameTp HeBepeH, MOABUTCS AMaIoroBoe OKHO C MOACKA3KOM, B KOTOPOI OyaeT BblaeneHa
repeas OLIMOKA, W NOMb30BaTeNb He OydeT fo6GasneH. Haxmute KHOMKy «OTMeHa», u
C/CTeMa 3aKpOeT AManoroBoe OKHO «J[l06aBnTb», He [06aBUT MOMb30BaTENA U BEPHETCA K
TeKyLLEeMy OCHOBHOMY WHTepelicy.

12.7.2. PepakTupoBaHme napamMeTpoB Mosb30BaTesis

HaxxmmuTte KHOMKYy «PefakTupoBaTb», UTOObl OTKPbITb  AManioroBoe  OKHO
«PefiakTpoBaTtb». CM. pycyHOK 12-19.
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257233 Y

JlornH

Nma nonbs.
Yp.gocTyna Bpau nabopatopuu OTKpbITbI ayAnT

MpumeyaHna

K OTmeHa

PucyHok 12-19. MeHI0 pelakTUpoBaHUs Mo/b30BaTens.

Bbl MOXeTe W3MEHWTb UMA MOMb30BaTeNsd, MMA, YPOBEHb [OCTyMna W 3aMeTKW.
Mocne BHECEHUS M3MEHEHWIn HaxxMuTe KHOMKY «OK». Ecnm Bce HACTPOMKM NpaBU/bHbIE,
CUCTeMa 3aKPOET [AMaNoroBoe OKHO «PefakTMpoBaTb», COXPAHWUT OTpPefaKTUPOBaHHYHO
MH(OpMaLMIO, BEPHETCS K TeKyLLemMy OCHOBHOMY MHTepgeincy v 06HOBMT CNMCOK. Ecnm
Kakoi-nMbo napameTp HeBepeH, OyLeT BbIBEAEHO [AMaSIOrOBOE OKHO C MOLCKA3KOW, Mnpu
3TOM nepBasi owmnbka OyfeT MOACBEYEHa, U HUKaKue W3MeHeHVsi He OyayT BbIMO/HEHBI.
Haxxmute KHOMKY «OTMeHa», 1 CUCTeMa 3aKPOeT AMasioroBOe OKHO «PefakTupoBaTb», He
COXPaHUT OTPeAaKTUPOBAHHYK WH(OpMaUMilo N BEPHETCA K TeKyLleMy OCHOBHOMY
VHTEpeicy.

12.7.3. YpaneHve nonb3oBarens
HaxXmMuTe KHOMKY «Y[anuTb», 4TOObl OTKPbITb AMAIOr0OBOE OKHO «3anpoc Ha

yfaneHue nonb3osarens». CM pucyHok 12-20.
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PucyHok 12-20. OKHO 3anpoca Ha yaasneHve nonb3oBartesis

HaxmuTe KHOMKY «[a», 1 cucTemMa YAa/MT Mo/b30BaTessi, 3aKpoiiTe Avanorosoe
OKHO «3arpoc», BEPHYTbCS K TeKyLUeMy OCHOBHOMY WHTepdelicy M OBHOBWT CrICOK
nosb3oBaTesnieil. Haxmute KHOMKy «HeT» 1 cucTemMa He yAanuT Mo/b3oBaTesns, 3aKpoeT
[1anoroBoe OKHO «3arpoc» 1 BEPHETCS K TEKYLLEMY OCHOBHOMY MHTepGelicy.

12.7.4. N3meHeHWe napons
Haxxmunte KHOMKY «/I3MeHUTb Maposib», UTOObI OTKPbITb [AMaNOroBoe OKHO

«13MeHUTb naposb». CM. pUcyHoK 12-21.

Irsaevibrgob

Ctapblhi naponb
HoBblii naponb

MNopgtBepante
HoBbiii Mapornb.

OK

PucyHok 12-21. MeHo CMeHbI napons.

BeeauTe napameTpbl U HaXXMUTE KHOMKY «OK». ECM BCE HACTPOWKM BEPHbI,
cuCTeMa 3aKpOEeT AManoroBoe OKHO «CMeHa Mapons», CMEHUT Naposib, BEpHETCs K
TeKyLLieMy OCHOBHOMY MHTepelicy N 0GHOBMT CNMCOK Monb3oBaTeneil. Ecnn Kakoit-nneo
rnapameTp HeBepeH, MOSBUTCS AMAlorOBOe OKHO C MOACKA3KOW MepBasi OLWMGKa Oyaet
BblAE/NEHa, 1 Napo/b He GyAeT U3MEHEH.

Haxmute KHOMKy «OTMeHa», U CUCTEMa 3aKpOeT [AuanioroBoe OKHO «CMeHa
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Mapons», He U3MEHWUT Maponb U BEPHETCS K TeKyLLeMy OCHOBHOMY WHTepdieiicy. MMocne
M3MEHeHUs Napons OH He GydeT AelCTBUTENbHLIM, MOKa Bbl He BOWAeTe B CUCTEMY B

CrefyroLLNIA pas.

12.8. NHhopmauusa o nabopaTopun
HaxxmmTe KHONKy «MeHto» -“HacTpolika “MHgpopmaunsa o nabopatopuu, YToObI

BOWTW B MEHIO HACTPOEK MHdopMaumn o nabopatopun. CM. pUCYHOK 12-22.

PrcyHOK 12-22. MeHto nHopmaumm o nabopatopum.

Bbl MOXeTe YCTaHOBWTb HasBaHWe NeYeGHOT0 YUPEXAEHNs, HasBaHUe flaGopaTopum,
OTBETCTBEHHOE /MU0, KOHTaKTbl, MOYTOBbIA WHAEKC, KOHTAKTHOE /MU0 MO CepBUCY,
KOHTaKTbl ABTOPW30BaHHOIO MpeAcTaBuTeNs B P®. 3aveuyaHus, Mofenb npubopa,
cepuiiHblii HomMep npubopa W faty YCTaHOBKW. locne HaCTPOMKM MH(OPMALMOHHbIX
napaMeTpoB HaXMUTE KHOMKY «COXpaHWTb». ECnM BCe MapameTpbl YCTaHOB/EHbI
MpaBW/LHO, NapamMeTpbl MHAOPMAaLWK O NlaBopaTopumn GyayT COXpaHeHbl. ECM Kakoin-nneo
MapameTp YCTaHOB/IEH HEeNpaBU/bHO, MOSIBATC OKHO C 3anpocoM, MpU 3TOM MepBas

OLIM6Ka 6yaeT NoacBeYeHa.

12.9. MeToA AeTeKkuumn

ToNbKO y CepTUULMPOBAHHOIO CreuuanucTa M Bbllle ecTb (hyHKUMA MeTop
aeTekumn (TectmpoBaHus). HaxkmuTe KHONKY «MeHo» “HacTpoiika -*MeTog AeTekumn
[NA BX0Ja B MEHIO HACTPOEK MeTofa TeCTMpoBaHnA. CM. pUCyHOK 12-23.
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PucyHok 12-23. MeHI0 MeToza TeCTMPOBaHUA.

OCHOBHble (DyHKLMW, MpPeaocTaBnsieMble Ha MHTepdelice, BKIOYaOT «[106aBUTb,
«Y[annTb» N «/I13MeHUTb» OCHOBHbIE NapaMeTpbl METOA0B TECTVPOBAHMS.

12.9.1. CoxpaHeHne
Bbibepute MeTog TecTvpoBaHuA. Ecnm ans metofa TecTMpoBaHUA Oblv 3a4aHbl
rnapameTpbl, Habop NapameTpoB OydeT OTOOPaXKaTLCA Cnpasa, B MPOTUBHOM Cnyyae OydeT
0TOOPaKATLCA 3HauYeHVe Mo YMONYaHWio. Bbl MOXeTe W3MeHWTb MapameTpbl. [locrne
YCTAHOBKM MapaMeTPoOB HaXXMUTe KHOMKy «CoxpaHuTb». Ecnm  Bce  mapameTpbl
YCTaHOB/IEHb! NPaBW/IbHO, HACTPOWKW BYAyT COXpaHeHbl; B MPOTUBHOM Cly4ae MOSBUTCA
OKHO MOZCKA3KM C NEPBOA Bble/IEHHON OLUMOKOM, N HACTPOMKN He ByayT COXpaHeHb!.

12.9.2. l06aBNTb MeTOZ TECTUPOBaHNS
Haxxmute KHOMKY «[106aBUTb», 4YTOObI OTKPbITb [AMaN0roBoe OKHO «J[06aBuTb
MEeTOZ, TecTMpoBaHMsA». CM. pUCYHOK 12-24.
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fo6aButh

HavveHosaHve
MeTofa
Tun metoga MeToz koarynauum
OK OtmeHa

PrcyHoK 12-24. MeHto fo6aBneHns MeToga TeCTUPOBaHMS.

Beeaute MeToA TecTMpOBaHWUs, Bblbepute  Knaccudmkauuio — (Koarynsums,
XPOMOTrEHHbIA WA MMMYHONOTMYECKUIA METOAbI) N HaXXMUTE KHOMKY «OK». Cuctema
[06aBUT METOf TECTMpPOBaHMUS, 3aKPOET AMaNoroBoe OKHO «/[l06aBUTb», BEPHETCA K
TeKyLLeMy OCHOBHOMY WHTepdielicy 1 06HOBUT MHTepdeiic. HaxxmmTe KHoNKy «OTMeHa,
1 METO[, NPOBEPKMN He ByaeT Ao6aBneH, U AManoroBoe OKHO «[J06aBUTb» GyET 3aKpbITO.

12.9.3. YpaneHne mMeToda TeCTUPOBaHUA
Bblbepute MeTOZ NPOBEPKN CieBa N HAXKMUTE KHOMKY «YAannTb», YTOObI OTKPbITH

OKHO «3anpoc Ha yaaneHve mMetofa». CM. pUcyHOK 12-25.
aoaasa X

EaHHINVER,

O o

(@ ¢ Omnaa

Puc. 12-25. OKHO 3anpoca Ha yfaneHue MeToda TeCTMpOoBaHUs

HaxxmnTe kHOMKy «OK», 1 cucteMa yaaiMt MeTof TeCTUPOBaHWSA, 3aKPOeT OKHO
3anpoca, BEPHETCS K TEKYLLEMY OCHOBHOMY MHTEPMECY N 06HOBUT MHTepdeiic. Haxmmte
KHOMKY «OTMeHa», W CuUCTeMa He YAaMT MeTOf, TeCTMPOBaHWS W 3aKpPOEeT OKHO
NPUrAaLeHns N BEPHETCA K TEKYLLEMY OCHOBHOMY UHTEPCeNCy.
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MnaBa 13. CepBuc

131. O6cnyxmnBaHune

Haxmnte KHOMKY «OO6CMY)XMBaHWE» Ha MaHenM WHCTPYMEHTOB WM KHOMKY
«MeHto» -Cepauc ~O6cnyxnBaHne, UTOObI BOUTU B MEHIO 0OCNY>XMBaHUA CUCTEMbI. CM.
pucyHoK 13-1.

PucyHOK 13-1. MeHt0 06CNy)K1BaHUSA CUCTEMBI.

Bbl MOXeTe BbINOMHUTL CreAytoliMe onepauui (HakaB Ha COOTBETCTBYHOLLYHO
KHOMKY): [MpomblBKa 30HAA 06pasua, MpombiBKa 30HAA peareHTa 1, MpomblBKa 30HAA
peareHTa 2, nepesarpy3ka 30Ha 06pasLia, nepesarpy3ka 30Ha peareHTa 1, nepesarpyska
30HOA peareHTa 2, nepesarpyska 6/70Ka 3axBaTa, Mepesarpyska AMCKAa peareHTOB,
nepesarpyska aucka STAT-Npo6, MexaHu4eckas nepesarpyska npuéopa W nepesarpyska
CUCTEMBI.

13.1.1. NMpombiBKa 30HAa 0b6pasLa
Haxxmute KHOMKy «[MpombiBKa 30HA4a 06pasua», 4T0Obl BbIMOMHUTL OMepaLmio
MPOMbIBKY 30HZa 06pasLa.

13.1.2. NpombIBKa 30HAa peareHTa

Haxxmute KHOMKYy «[MpoMblBKa 30HAA peareHTa», YTOObl BbIMOMHUTL OMepaLmio
MPOMbIBKM 30H[a peareHTa.
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13.1.3. 3anonHeHve XXUAKOCTHOIo KOHTypa

[na  3anofHeHNs  >KUAKOCTHOTO  KOHTypa HeobxoauMo  4Tobbl  (piakoHbl  C
MPOMbIBOYHOM YMAKOCTbHO HAXOAWIUCH B OTCEKE [/ PeareHToB, a TakK Xe B OTCeKe A/
NPOMbIBKM 30HAa 06pa3slia. HaxaTb Ha BKNaaky «OOCMyKMBaHME», B OTKPbIBLLEMCS MEHIO
HaXKaTb KHOMKY «[lepthy3unst XXMOKOCTHOrO KOHTypa». [poBepbTe, AOCTATOYHO /M BOAbI B
EMKOCTU C ANCTUIMPOBAHHOW BOLOW. ECNv BOfbl HE AOCTATOYHO, CUCTEMA BbIAACT 3anpoc
«[lo6aBbTe [OCTATOMHOE KONMYECTBO AVUCTUNMPOBAaHHOM BOAbl B EMKOCTb Mepeq,
3aro/iHeHVEM >KUAKOCTHOTO KOHTypa». Ecnm Bogbl B €MKOCTM [OCTaTOuHO, TO Oyaer
BbIMO/IHEHO 3arMO/IHEHWE XKUAKOCHOTO KOHTYpA.

13.1.4. Nepe3arpy3kKa 30H4a 06pasLia
Haxmute KHOMKy «[lepesarpyska 30Hga o06pasua», u4TOObl  BbIMOMHUTD

rnepesarpysky 30HAa o6pasiia, MOSBUTCA OKHO WHAMKATOpa BbINOMHeHMs. Korga
nepesarpy3ka 6ydeT 3aKOHYeHa, OKHO WHAMKATOPA BbIMNOMHEHWS Gy[eT aBTOMATUYECKM
3aKpbITO.

13.1.5. Mepesarpy3ka 30H4a peareHTa 1/2

Haxmute KHOMKYy «[epe3arpyska 30HZa peareHTa 1/2», 4T0Obl BbINO/HUTD
repesarpysky 30HOa peareHTa, MOABUTCA OKHO WHAMKATOpa BbIMonHeHus. Korga
nepesarpyska OyfeT 3aKOHYeHa, OKHO WHAMKATopa BbIMOMHEHNA OYy[eT aBTOMATWUYecKu

3aKpbITO.

13.1.6. Mepe3arpy3ka 6/10ka 3axBara

Haxmnte KHOMKY «[lepesarpy3ka 670Ka 3axBata», 4T06bl  BbIMOMHUTL
nepesarpy3ky 6/710Ka 3axBata, MOSBUTCA OKHO WHAMKATOpa BbIMO/HeHWs.  Korga
nepesarpyska OyfeT 3aKOHYeHa, OKHO WHAMKaTopa BbIMO/HEHUS OYAeT aBTOMAaTUYECKM

3aKPbITO.

13.1.7. MNMepe3arpy3ka gncka peareHToB

HaxxmuTte KHOMKY «[lepesarpy3ka /l0TKa peareHToB», 4TOObl  BbIMNO/HUTbL
nepesarpysky /I0TKa peareHToB, MOSBUTCA OKHO WHAMKaTopa BbINONHEHUA. Korja
nepesarpyska OyfeT 3aKOHYeHa, OKHO MWHAMKATopa BbIMO/HEHUS OyAeT aBTOMATWUYecKu
3aKpbITO.

13.1.8. MNepe3arpy3ka ancka STAT-Npo6

Haxxmute KHONKy «[epe3arpyska aucka STAT», YTOObI BbINOMHWUTL MepesarpysKy
STAT aucka, U MosBATCA OKHO WMHAMKAaTopa BbINOMHEHWs. Koraa nepesarpyska Oyger
3aKOHYEHa, OKHO VMHAMKATOPA BbIMOHEHNS Oy[ET aBTOMATUYECKM 3aKPbITO.

100

@ 000 LPMI [ INFO@CIRMI.RU & WWW.6OSZDRAVNADZOR.RU
/p?



ABTOMaTUYeCKMiA Koarynometp «Technology Solution 400», PykoBoAcTBO MO 3KCMnayaTaumm

13.1.9. Nepe3arpy3ka MexaHUYeCKOW YacTn npubopa
Haxxmute KHOMKY «[lepesarpy3ka MeXaHW4eCcKOm 4acTv npubopa», YToObl
BbINO/IHWTL Mepe3arpy3Ky MexaHW4ecKOn 4acTi Mpuoopa, M MOSBUTCA OKHO WHAMKaTopa
BbINO/HeHMs. Korga nepesarpyska OyaeT 3aKOHYeHa, OKHO MHAMKATOpa BbINOIHeHWs OyaeT
aBTOMATUYECKM 3aKPbITO.

13.1.10. NonHana nepesarpyska aHamM3aTopa

Haxmunte kHOMKy «[onHas nepesarpyska aHaimsatopa», 4Tobbl  BbIMOIHUTD
rnepesarpysky BCEro aHajMs3atopa, MOABUTCA OKHO WHAMKaTOpa BbINOMHEHWA. Korga
nepesarpyska OyfeT 3aKOHYeHa, OKHO WHAMKATOpa BbIMOSHEHWS Oy[eT aBTOMAaTUYECKU
3aKpbITO.

13.2. O6cnyXnBaHmMe gaHHbIX
Haxmute KHOMKy «MeHto» -"CepBUC ->[aHHble 0OCNy>XMBaHWS, YTOObI BOWTM B
MEHI0 06CyXVBaHWe faHHbIX. CM. pUCYHOK 13-2.

PrcyHOK 13-2. MeH0 06CNy»XMBaHUA JaHHbIX
®PyHKUMM, NpefocTaB/seMble B WHTepeice, BKIOYAOT B Cebs: pe3epBHOE
KOMvpoBaHWe U apxuB 06pa3LioB, Pe3epBHOE KOMUPOBaHWe W BOCCTaHOB/IEHME 6asbl
[laHHbIX, Pe3epBHOE KOMMPOBaHWE W BOCCTAHOB/IEHWE MapPaMeTPOB  KOH(Urypaumu,
OYMCTKY apxumBa [JaHHbIX, fAaHHbIX KK, >XypHana M BCeX [AaHHbIX, 3KCMOPT AaHHbIX
06pa3LoB, faHHble 06pa3uoB KK, >ypHana, MH(opMauum 0 KaimbpoBke, MHGopMauun o
COCTOsIHMM Nprbopa 1 MHAOPMALIMKN O BBOAE B 3KCM/yaTaLmio.
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13.3. XKypHan
Haxxmute KHOMKy «MeHto» -~Cepuc  XKypHan, 4Tobbl BONTY B MeHIO YKypHara.

Cm. pucyHok 13-3.

wikatr=

tw.sewx"awji

PucyHok 13-3. MeHto XypHaa.

CneBa oOTOGpaXKalOTCA TUNbl XypHanos. CnpaBa OTOOPaKAETCA COLEPXKUMOE
XYpHasia. Pas3nnuHble TUMbl >KypHaNoB OTOOPaXaroTCs B 3aBUCUMOCTM OT YPOBHS Mpas
focTyna nosb3osarens. VHgopmaums o cboe BWAHA TOMbKO MO/b30BATENIO OT YPOBHS
afMVHMCTpaTopa U Bbllle. BbinonHeHWe nocnefoBaTe/lbHOCTU BUAWT TO/LKO MO/b30BaTe b
YPOBHSA WMHXXEHEpPA W Bbille. B TOM e Ture XypHasia Monb30BaTe/In BbICOKOTO YPOBHS
[0CTyna MOryT MpOCMaTpmBaTh XXypHasbl Mo/b30BaTesield 60/iee HU3KOro YPOBHS, HO He
Hao60pOT. XXypHanbl 0TOBpPaXKAtOTCA B MOpsAKe yoObiBaHUA BpeMeHW / gatbl. Bbl MoxeTe
3ampocuTb BCE XXYPHabl WA XXypHa/Ibl B YKa3aHHOM AvanasoHe far. HaXmuTe KHOMKY
«OBHOBUTL». ECNM ecTb >KypHasibl, XXypHasibl OyayT OTOOpaXarbCA B CIMCKE; ecnn
XYPHaJia HeT, CNnCoK BYAeT NycTbiM.

13.4. VHXeHepHOe o06cnyXXunBaHme
3Ta (yHKUMA paboTaeT TOMbKO Y CheuuanncTa, WMEIOLWEro [AeiCTBYHOLLMIA

cepTUtmKaT JOMyCKa Ha faHHYH Mogenb npubopa. HaxmuTte KHOMKy «MeHo» ~CepBuc
-"TexHN4ecKoe 06CNYXMBaHME, YTOObI BOMTW B MHTEPXEIC TEXHNUECKOTO 0OCTYKIBAHUS.
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PrcyHOK 13-4. MeHI0 NporpaMmMHOro obecreveHus A1g TEXHNUYECKOoro
06CNy)K1BaHWS
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MnaBa 14. O6cnyxxmnBaHue npubopa

14/1. TexHN4eckoe 06CyXMBaHVe Nprbopa, NPOBOAVMOE MO/b30BaTe/1IeEM

PerynspHoe TEXHWYECKOE OOGCNYXMBaHWE BKOYAET B Ce0Sl  EXKEHEBHbIE U
EXXEMECAYHbIE MaHWUMYNALWK, CBS3aHHbIE C OUMILIEHMEM 30HJOB 00pPA3LOB M PeareHToB,
MEXAHWYECKNX HAMpPaB/SOLLMX, a TakKe MPOBEAEHNE NMPOMbIBKY CUCTEMBI.

Bwwanwue:
Bce mMaHunynaumm ceBsi3aHHble C OYMLLEHMEM 30H4OB 06pa3u0B M peareHTOB,

MeXaHNYEeCKNX Hanpasndawwmx cnegyeT npoBoanTb TOJ/IbBKO NpU BbIK/TWYEHHOM

npunbéope!

141.1. TMopanoK NpoBeaeHVs eXxeHEBHOIO 00C/TyXXMBaHUSA

Mepes HayasioM paboTbl Ha MpUbope MNPOBEAMUTE OUYUCTKY IKMAKOCTHOM
CUCTEMBI

Mepen HayasoM paboTbl NpoBeauTe npouenypy «mtenbHasd MpoMbiBKax». [pu
3TOM HeoOXoAuMO Y6eamuThCs, UTO eMKOCTb A9 AUCTUIMPOBAHHOM BOAbI 3anosiHeHa, B
NOTKE peareHToB YCTaHOB/IEHbI OTKPbITbIE (UTaKOHbI C MPOMbIBAIOLLIEN XXUAKOCTHO.

Mocne OKOHYaHUS paboTbl Ha npuobope

Yb6eautecb, 4TO ()1lakOH C MPOMbIBAMOLLIEN XXMAKOCTbKO OTKPbIT, €MKOCTb A/s
AVCTUNNMPOBaHHOW BOZbI 3ano/iHEHa, MOC/e 3TOr0 BbIMOMHWUTE Mpoueaypy «dauTenbHas
NPOMbIBKa.

* BblkntounTe nutaHve npubopa.

» OnycTowmnTe emKoCTb C 0TpaboTaHHbIMU M3MEPUTENbHLIMM  KHOBETAMM.

* 3aKpoiTe (hNakoHbl C peareHTaMn W ybepuTe B XONOAWBbHYK.

» OnycTowmTe eMKOCTb C OTPabOTaHHOM >KWUAKOCTHIO.

* HanonHute emKoCTb Ans AUCTWUANMPOBAHHOW BOfbI.

» [lpoTpuTe 30HALI O6pa3Lia/peareHTOB CrMPTOBON GE3BOPCOBOM Ca/IPETKOIA.

* [potpute paboume noBepxHOCTW npubopa.

XapakKTepucTukn cnupra:

[leicTByIOLLIEE BELLECTBO: 3TaHOM,

O6beMHast 1019 3TUNOBOIO cnupTa, % He mMeHee 70

Mpepynpe>kpeHue:

(1) KoHumk 30HAa ob6pasua/peareHTOB OCTPpbIi. byabTe OCTOPO>KHbI Npu
YNCTKe, YT O0Obl NPefoTBPaTUTb NOBPEXKAEHUNE KOXKU.

(2) Mpun uncTkKe 30HAA 0693aTENBHO HajeBan Te 3alMTHble NepyaTKKU

(3) Mocne npoueaypbl OUYNCT KN BbIMOWTE PYKU AE3NHPULMPYIOWNMN CPeacTBOM,

NOCKOJIbKY CyLLeCTBYeT OMacHOCTb 3apa>keHus.
(4) YTunusunpyhTe 0TX04bl WU >XUAKOCTWK B cooTBeTcTBUM ¢ CaHMwull

2.1.3684-21 «CaHWTAapHO-aNMAeMMOIOrn4yecKue TpeboBaHuA K cogep>KaHuto
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meppumopuii 20podCKUX U CETbCKUX nocenenull, K 8OOHNM 00bexmam, numoesoi 8ooe
4 numveeoMy 800OCHAbNCEHUN, amMMOCHEPHAMY GOINPXY, HOMBAM, HCUABIM
NOMEICHURM, IKCHAYAMAKUY NPOUIBOOCMEEHAHMIX, ODUECMEENNSIX NOMEIREnUT,
opzanuzayuu u nposederuw CARUMADHO-NPOMUBIINUDEMUYECKUX
(npopunaxmunecKkux) meponpurmuii»

14.1.2. Tlopsaox npoBefeHAs SXEMECATHOTO 06CTYKHBAHHS

Ina OYHCTKH eMKOCTeH AN AUCTHNNMPOBAHHOM BOAB! M €MKOCTH AJIA OTXOAOB
BLUTONHUTE TOAOCKAHHE BHYTPEHHUX cTeHOK eMkocre#t 20% pacTBopoM cnupra, nocne
3TOr0 NPOMOMTE EMKOCTH AUCTHANHPOBAHHOH BOOH.

14.1.3. lIposeaenne Texnuueckoro o6cay:kHBAHAS IPH NPOCTOE AHAIH3ATOPA

Mpoctoem aHANM3IATOpa CHHTAETCA OTCYTCTBHE RNpOBeAeHWs Kakoi-nubo ero
JAeATensHOCTH (aHanus npod, kanubpoeka w Ap.) cebiwe 7 awel. Tlo ucreucHun sroro
CPOKa HEOOXOAWMMO BKMIOMHTH AHAAW3ATOP W MPOBECTH npoueaypy «JlantentHas
npombiska», [lpy >Tom HeoOxoaumo yOeaWTBCS, YTO EMKOCTE MUIS AHCTHANAPOBAHHOW
BOAK 3aNONHEHa, 8 B INTATHBE JJA PEArcHTOB ¥ B 30HE TPOMLIBKM 30HAa obpasua
YCTAHOBJIEHH OTKpbIThiE (PIAKOHM ¢ NpOMBIBAIOIICH XkMAKOCTHIO. [lpn AanbHeileM
NPOAOKEHHH NIPOCTOS HEOOXOAMMO NMpOBEAEHHE BEILICYNIOMAHYTOH npoueaypet kaxase 7
BHE#.

Hapywenue nepnoanutocTH npoBeaeHus paboT Mo MPOMBIBKE aHaNM3aropa Mpu
ero NpOCTOe MOXKET MPHBECTH K BBHIXOAY PAAa Y3NOB M CHCTEM W3 CTPOA. AHAaNH3aTOpbl
rEMOCTA3a YYBCTBHTENBHE K ABHTENLHBIM OTKIIONEHHAM W niepeGosaM B paboTe.

Onepauns «InurensHas npoMpiBKa» onucaHa B nyHkre (12.1.5) nactoswero
pYyKXOBOACTBA.

14.2. Texnuueckoe o0cayxusanne Npudopa, MPOBOIHMOE CIENHATIHCTOM

Jauuoli moaenn npuGopa HeoOXOOWMO NPOBOAUTL TEXHHUECKOE OOCNYXHBaHHE
kaxabe 6 mecaues. K asromy BuAy TexHuueckoro oOcnyXKHMBAHHA MMEIOT ROMYCK
cepTUPHUMPOBAHHBIE CEUMANKCTH NpowleAlWHe O0y4eHHE Ha 38BOAE HM3TOTOBUTENA M
HMeloWKe aelcTayownii cepTuduKar aonycka K AaHHoH MoaenH npubopa.
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MnaBa 15. HenmcnpaBHOCTU CUCTEMbI U UX YCTPaHeHUe

B aToli rnaBe OnMcbIBaeTCA O6LLME CyYan HEMCMPABHOCTE U UX yCTpaHeHue. Ecim
HEMCMPaBHOCTb He YCTpaHeHa B COOTBETCTBUM C PEKOMEHAALMSIMIA, COAEPXaLLWIMUCS B
3TOV rnaBe, WM ANS1 NOMYYeHUs AOMONMHUTENbHOW WMH(opMaLmK, obpatuteck B OTaen

06CNY>KNBAHUSA K/IMEHTOB.

HewncnpaBHOCTb

AHaM3aTop He BK/IKOYAETCA.

Jlamna B 30He TecTa He 3aropaeTcs
Mporpavma He 3arpy»aetcs
MpUHTEp He 3arpyXaeTcs
MpuHTEp He neyaTaeT

HeT »u1aKkocTn B eMKOCTU 4/19 NMPOMbIBKA

EMKOTb C NPOMbIBAOLLE YKUAKOCTbIO
nepenosiHeHa

He unTaeTca TecToBas nosuums

BennynHa ONTWYECKOro curHana
C/IMLLIKOM BbICOKa, 1 MPOMUCXOANT
HacblILLieHVE.

[noxume pe3ynbTaTbl NPY NMOBTOPEHNN
O6bem BcacblBaHWS,
30HAOM /19 P06, He MOCTOSHHbIN
KK He HaxoauTcs B npedenax 3agaHHbIX
3HaYeHWIA.

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

PeLueHne
lMpoBepbTe, BCTaB/IEHA /N BUJIKA B PO3ETKY.
[MpoBepbTe NpeLoXpaHnTEb.
[NpoBepbTE HaNPHKEHME.
lMpoBepbTe UCTOUHMK MUTaHWUS Nepes, 3ameHol namnbl.
Ecnm komnbioTep 1 nprmbop paboTaroT HOPMasIbHO 3aMeHUTb
namny.
BbIk/rounTe MaLLMHy 1 nepesanycTuTe ee yepe3 10 CeKyHL.
[MpoBepbTe, BKIHOYEHA /TN BUTIKA B PO3ETKY.
MposepbTe KHOMKy «BKJ1/ BbIK/T».
MpoBepbTe NPefoXpaHnTESb.
[MpoBepbTe, UMEETCA NI COEAUHEHME C KOMIMBIOTEPOM.
[MpoBepbTe, 3aKPbITa /I EMKOCTb /15 OUUCTKM MPaBU/IbHO.
lMpoBepbTe, paboTaeT /I HACOC BbICOKOrO AaB/IeHNSI HOPMasTbHO.
MpoBepbTe MHKDY3MOHHYHO TPYOKY.
lMpoBepbTe, He 3a6/10KMPOBaH /M 610K rPaBUTALLMOHHBIX
KnaraHos.
lMpoBepbTe, He NMPOTEKaeT /v TPYOKa.
MpoBepbTe, FOPUT /I laMNa B 30HE UCTIbITaHWIA.
lMpoBepbTe, eCTb N BbIXOAHOW CUrHaN OT
npeLonepauyoHHON nnata yCunmTens.
MpoBepbTe NHGY3NOHHYO TPYOKY.

MpoBepbTe NpPaBUIbHOCTL HACTPOEK NapaMeTPOB CBETOBOIO
MoTOKa.

[NpoBepbTE,
[NpoBepbTe,
NpoBepbTe,

lMpoBepbTe,

HET /1 NPeAMETA, NMOMELLIEHHOTO B TECTOBYHO 30HY.
He 3a6/10KMPOBaHa /1 acnmpaLMoHHas Urna.
HET /I MPeAMETA, NMOMELLIEHHOTO B TECTOBYH) 30HY.

He 3a6I'IOKVIpOBaHa N acnnpaunoHHaa vrna.

[MpoBepbTe cpok rogHocT Xunakoctn KK 1 uto xumakocts KK He
3arpsisHeHa.
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[TpoBepbTe HacTpolKy TecTa, YTOObI Y3HaTh, HYXHO U
M3MEHSTH NapaMeTpbi

[TpoBeaute NOBTOPHBIN TECT APYrHM CMIOCOOOM.

[MposepsTe TeMneparypy HHKyGauuu. [IpoBeante NoBTOPHbIHA

TECT C MOMOLLBIO HOBOIO pearcHTa HJiH KK.

Obpazeu
3arpsi3HéH

[Mpo6ooTOopHUK HENPaBUILHO MOAK/IIOHEH, YTO MPUBOAHT
YTEUKH.

[TpaBuabHO ouncTHTE 30HA 0TOOpa NPo6 MK 3aMEHUTE 30H,1.
OuncTuTe NPOMBIBOYHBIH pe3epByap.

Y6eautechb, 4TO Ha 30HIE HET OCTATOYHOM HHIAKOCTH.
[TposepbTe, HE ABAAETCA M MOIOLLEE CPEACTBO CBEXHMM H HE
3arpsa3HeHo.

[pu HacTpoiike Tecta BbiGepHTe ABOHHYIO POMbBIBKY.
EmkocTb 06pa3ua 3arpssHeHa. 3aMeHHUTE ee HOBOH.

MukybaunoHHas sueiika He ropsyas

[IposepbTe HacTpoiiky Temneparypsl M ycraHoBuTe €€ Ha 37 °C.

Kuakoctb npocavuBacTcs noa

TpybOka cOpoca oTpaboTaHHO# KHAKOCTH He Oblla BCTaBleHa B

EMKOCTb 411 HIAKHUX OTX0A0B.

aHaJIH3aTop. EMkocTb ans 0Tpa6OTaHHOﬁ KHUAKOCTH 3aroJIHEHA.

[TpombiBoYHbIH 6ak 3a610KHpOBaH.

Ipeoynpesncoenue:

(1) B cayuae omkasza npubopa nemedaenno ceaxcumecs ¢ Asmopuzosansim
npeocmaeumenem 8 P®, umobot nonyaumos mexnuueckyio noooepyicxy!

(2) Tonsko ammecmosanmbie npou3eooumenem cneyuanrucmosl, Mozym oOoimo
donywenovt k pemonmy ananuszamopa. 4mobsr 3amenums 3an.uacmu, oopamumecev K
Ounepy.

(3) Kozoa ananuzamop evimen u3 cmpos ecireocmeue peMoOHmMa UAU
npeoHaIna4aemca O1A ymuau3ayuu, 04UCmume JcuOKOCMHyIo CUCmemy, ovucmume u
npocmepuauzyame analu3amop, yoanume oCmamiu HCUOKOCMU HA PA3HBIX 4ACMAX
npubopa cyxoii mxanvio, Ymobsr uncmpymenm 06s11 cyxum. Obecnewome nadexcuoe
3aKpenyienue OBUNCYUUXCA Y3108, MAKUX KaK 30H0 ombopa npob, 610K 3axeama Kiweem
um. o.

(4) Kozoa npubop neodxodumo ynakoeames ONA MpanCROPMUPOBKU, YCOBUA
mparncnopmuposxku 0onxcrnovl 6simo caedyrowumu: memnepamypa -20 ‘C ~ 55 °C,
omuocumensnana anaxciocms éozdyxa < 85%, ammocghepnoe oaanenue 80 xlla ~ 106
klla. Bo epema mpancnopmuposxu obpawiaiime eHuManue Ha MaApKuposky «Beepx»,
«Xpynkuit», «bepeub om enazu» u «He xamumo» na ynakoske. Tpancnopmuposxa
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JON>XK HA COOTBEeTCTBOBATbL TpPebOBaHUSAM.

(5) Mpu nepeynakoBKe W TpaHCNOpTMWPOBKe ycTpolicTBa no3aboTbTecb O
3alyMTe nepefjHell nmaHenu, 3oHAa oT6opa npo6, 6noka 3axBaTa KWBeT ¥ T.4. a
Tak>e WTYLepoB >X MAKOCTHOWN cucTeMbl Ha 3afHeil NaHenn OT BHELWHEro ycunms
nnu KOHT aKTa c apyrumu npegmeTamMmmu mnun noBpe>X fileHuns. Bo BpemsA
TpaHCNOPTMPOBKW aHaNM3aToOp JON>KEH OCTaBaThbCsA B BEPTUKANbHOM NOMO>X EHUUN 1
He fON>X eH 6blTb HAaK/NOHEH MAN NMOCTaBNeH Ha 60k. CTapaiTecb m3beraThb BubGpayum
BO Bpems paboTbl [locne cepBucHOro ob6ary>x meaHua uWauM peMoHTa, NMpoBepbT e €ero

nepes UCNonb3oBaHUEM.
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lpunoxenne I: HanmeHoBaHHS H coaepXaHHe TOKCHYHbIX / OMACHBIX
BELeCTB HJIH 31€MEHTOB
1. HaumeHoBaHUA U colepxaHHe TOKCHYHBIX / OMACHBIX BELLECTB HIIH DEMEHTOB

Komnouent TokcnuHble / onacHble BEWECTBA UK DIEMEHTBI

Csuuen | Ptyts Kaamuit | Llecrusane | Moaubpomu | [Noanbpomup

(Pb) (Hg) HTHBIH pOBaHHbIE OBaHHblE

(CD) XpOoM O6udenunsl a¢pupb!
(Cr (VD)) (NBA) audenuna
(PBB) (MBI)
(PBDE)

BcrpoenHnan x o o o o o
MOHTa)X<Has nara
Kopnyc x o o x o o
Hucnneit x o o) o o o)
DOoTOINEKTPUYECKHE x o o o o o
COCTaBHbIE YacTH
BHYTPEHHH o o o o o o
NEeKTPUYECKUH NpoBo
IlpunaanexHocTu x o o o o o
O: yKa3blBaeT Ha coJepXKaHWe TOKCHYHOTO / ONAacHOro BELLECTBA BO BCEX OAHOPOAHBIX MaTepHanax
KomnoHeHT Huxe npesena, ykazaHHoro B craHaapte SJ / T11363.
x: YKa3biBaeT coaepxkaHWe TOKCHYHOTO / ONAacHOIo BELECTBA NO KpaiiHeil Mepe B 0AHOM NOMOTEHHOM
MaTepualie KOMIIOHEHTA MpEeBbILIAET Npeaen, ykasaHHbli B ctaHaapre SJ/ T11363.

2. Onucanue mapku
3HaK OXpaHbl OKpYXalolLeH cpebl

3HaueHHe 3HaKa: DJEKTPOHHbIA  MH(POPMALMOHHBIH  MPOAYKT  COAEPXHT
onpeje/NeHHble TOKCHYHbIE / OMacHble BEIUECTBA, CPOK HCMOJb30BAHMA  KOTOPbIX
cocrasiset 20 net. Bbl MOXeTe MCMoNb30BaTh €ro B TeyeHUe 3Toro nepuoaa. Koraa stor
nepHol UCTEKAET, MPOAYKT NOMKEH ObITH YTHAH3MPOBAH.
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[MnaBa 16. YNakKoBKa, XpaHeHue, TpaHCNOPTUPOBKaA

Mprbop ynakoBbiBaeTCA B (haHepHbIi KOpo6, ob6ecreuvBatoLmniA COXPaHHOCTb
MEAVLMHCKOTO  M3AeNMs  OT  KAMMATMYECKMX W MeXaHWYeCKMX BO3LAENCTBWIA  Mpu
TPaHCNOPTUPOBAHUMN.

BHyTpn Kopoba npubop co BCEX CTOPOH OKPYXXEH MPOK/afKamMu K3 BCMEHEHHOro
nonumepa. Takke, NPOKMIagKa U3 BCMEHEHHOro nosvMmepa [O/KHa HaxXOAWUTLCA BHYTPU
aHanM3aTopa, 3alWylias OTCeKM [/i peareHTOB W 00pasuoB, a Takke 6/10K0B
npobo3abopHMKa M Yy3na 3axsBaTa KHOBET. PeMHM MeXaHU3MOB MepemMeLleHns 6/10K0B
npo603abopHMKa Y y3/1a 3axBaTa KHBET A0/HKHbI ObITb CTAHYTbI MOMMEPHBIMU XOMyTamMu,
VCK/TFOYatOLLIMMK CyYaliHOe NepeMeLLieHne Y3/10B.

XpaHnUTb n3genvie He06XoAMMO B CyXMX MOMELLEHUAX NPy TeMmepaType

oT - 20 °C go + 55 °C 1 oTHOCUTENbHOW BNaXXHOCTU <85 %

Bepeub OT nonagaHwa Brarw.

3beraTb HarpeBaHWMs WM XpaHeHWs Tof, BO3LENCTBMEM MPAMbBIX COSTHEYHbIX
nyyei.

MomelLieHWe 418 UCCNefOBaHW O/MKHO MMETb TeMmepaTypy aKcnayatauum ot +
10 °C pgo +30 °C v 0OTHOCUTENbHOM BnaxKHOCTU < 70 %

Ecnn npnbop oxnaguncs BO BPeMs TPaHCMOPTUPOBKM, NOAOXAWTE, MOXanylicTa,
MOKa OH HarpeeTcs 40 KOMHATHOM TeMNepaTypbl, NPEXAe YeM ero BK/HUaTh.

Mpn NOCTaHOBKe Ha XpaHeHWe U3aenne LOMKHO ObITb YNakoBaHO B YMakOBOYHYHO
Tapy nocTasLyKa (MPeanpusaTUS - U3roTOBUTENS).

[lonyckaeTcd  TpaHCMOPTUPOBKA  TPAHCMOPTOM  BCEX  BUAOB B KPbITbIX
TPAHCMOPTHbIX CPeACcTBaxX B COOTBETCTBMM C NpaBu/iaMy NepeBO30K, AeNCTBYHOWMMU Ha
TpaHcnopTe [aHHOro Buza npu TemnepatypHoM pexume o1 —20 °C go + 55 °C wu
OTHOCUTENbHON BNAaXXHOCTK Bo3ayXa A0 85%.

Mpnbop [OMKeH TPaHCMOPTMPOBATLCA TOMBKO B YMAKOBKE  MOCTaBLLMKA
(NpeanpuaTUA - N3roToBUTENSA).

JlonyckaeTcs TpaHCNopTMPOBaHWe U3LeNWs B JONONHUTENIbHOW TPaHCMOPTHON Tape
TPaHCMOPTHOM KOMMaHWM.

Cnoco6 yKNagknW TPaHCMOPTHOW Tapbl C  M34eNMSAMU  [O/DKEH  UCK/IHOYaTh
BO3MOXHOCTb UX MepeMeLLeHNs.
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Inaapa 17, F'apaHTHH H3rOTOBHTEIS

Cpok axcnnyaratnu npudopa — 5 ner.

ApropuzoBaHHmit  npeactaputens B P® 000 «JlaGopaTopHbie pEWIEHHA»
ApEaOCTaBNAET rapaHTHIAHEINA CpOK IKCNNyatalnu npuGopa 18 Mecaues co AHA BBOAA ero
B 3KCMAYATAUMIO MpPH YCAOBHU COGNIONCHHA TNpPaBWI JKCONYATALHH, NPUBEACHHBIX B
HACTOSALIEM PYKOBOACTEE.

Onepatop JHOMKEH WCMONbL30BaTE NPHOOP B COOTBETCTBHM C  HACTOALLUM
PYKOBOACTBOM NO 3KCMAYATaUMH,

JAns npaBUNLHONO HCMONBL3OBAHKA Npubopa BO BpEM:R BBOAA B SKCILIYATALMIO HAW
npeacTaBuTENs NpoBeaeT oOyueHne no paGore Ha mpubope.

[lp4  BO3HWKHOBEHHW  HEWCIpaBHOCTH B  npubope,  CBEKUTECH ¢
KBATHHUHAPOBAHHEIMH CNELMANYCTAMH NPEACTABUTENRbLCTBA Halel koMnanun B PO.

JAns coXpaHeHus rapaHTHU Ha NPUOOP HEOOXOAHMO B TEYCHHE BCErO MPAHTHAHOIO
CpOKA HCMOABL30BATH HAOOpW  pearcHTOB, KIOBETHl W MPOMBIBOMHLIA  pacTBop,
PeKOMEHACBAHHBIE ABTOPHICBAHHBIM npeactaputenem 8 PO 000 «JlaGoparopuue
PEICHHAY.

Jlononnurensho ofpamaeM BHHMAHKME MONBL3OBATENs NPUOOpPA, YTO BO3IMOXKHOCTD
IKCMAYATAUMH MEAWLMHCKOTO OOOpYIOBAHWA OAHOTO MPOM3BOAMTENS COBMECTHO ¢
NPUHAANEKHOCTAMK  APYIONO  MPOM3BOAMTENA  ONpPEdEeNseTcs  aBTOPU30BAHHLIM
npeacrasurenem 8 PO 000 «JlabopaTtopHBie pelieHHA».

B cayuae HapylWeHMs BLILIEYKA3aHHBIX YCIOBNA, aBTOPU30BAHHBIH NMPEACTABUTED
e PO OO0 «JlaGoparopHbie peleHHs» cHMMaeT ¢ ceba molyto OTBETCTBEHHOCTL 32
KBYECTBO BhlJABAEMbIX Pe3yNsTaTos M 3a paGorocnocobHocts npubopa, a Takoxe Brpase
OTKa3aTh B 3aMEHE NO rapaHTHX sbiweawero w3 ctposd npubopa Wi kakoif-mubo ero
4acTH.

PernaMeHTHOE W CEpBMCHOE OOCNYXXHEAHHE AOMKHO MPOBOAMTHCA B MEPHOAbI,
YKQ32HHME B HACTOAUIEM PYKOBOACTBE, CRELMANMCTAMM, HMEIOWHUMH ACACTBYIOMMUH
cepTRHKAT JONYCKa Ha IAHHYI0 Moaens npubopa.

CepriduxaT a0NnycKa MOXET BHIJABATLCS ABTOPHIOBAHHLIM MpeAcTaBUTENEM 8 PO
000 «JlaGoparopHuie pelieHHa», fioche npoxoxkacHus ofyuenus Ha 6ase ronoBHOro
otuca, cepBucHoO cayxObI.

IMpn BOIHMKHOBEHWH HEUCHIPABHOCTH BCNEACTBHE HEMPABHIBHOH SKCMIYATAUWH
npubopa, a TaKkKe He coOMOACHME BbIIE NEPEYUCHEHHBIX YCNOBHH rapaxtus
npeKpauiaeTcs.
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