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How to use this manual

Thank you for becoming the owner of the automatic coagulometer "Technology
Solution 60"! Before operating the device, please read the instructions carefully.

In order to achieve optimal results, it is necessary to become well acquainted with the
principle of operation of the equipment before starting clinical trials.

This manual will provide information about the installation, daily use, maintenance
and other aspects of working with the automatic coagulometer "Technology Solution 60".

The differences in functions depend on the configuration version of the model. Keep
all packaging materials - they are needed for storage and transportation.

For all technical questions, please contact the Authorized Representative in the
Russian Federation of Laboratory Solutions LLC.

Warning: | fyou ignore these precautions when working with the analyzer, this may lead
to distortion ofthe analysis results, damage to the analyzer parts and even a threat to the

operator's health.

Precautions:

Note: The device is usedfor clinical research. A clinical diagnosis based on the results
ofthe analysis should be carried out by a doctor in accordance with the clinical symptoms
and a number ofother results.

Notification

fhe limited liability company "Laboratory solutions” reserves the last right to make
changes in the manual.

The illustrations in this manual are provided as examples and may not correspond to
the actual product. The illustrations are not intended for any other purpose. Without the
written permission of LLC laboratory solutions reproduction, change of this manual is
forbidden.

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

e Assembly, re-adjustment, revision and repair must be carried out by persons with
special permission of LLC "Laboratory solutions»;

e the product must be operated in accordance with this manual;

» all electrical devices must comply with international standards.

Note
Specialists in the field of medical laboratory research, specially trained doctors, nurses

and laboratory technicians are allowed to work with the device.
Attention

If the user is unable to ensure proper operation/maintenance, the device may fail and
even pose a threat to the user's health.
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®
The instrument must be operated under the conditions specified in this manual.
Otherwise, possible undesired operation of the device, distortion of the analysis results, a
damage of parts of the analyzer and injuries.
Symbols on the packaging:

Temperature limitation
Teansport packaging must be kept within this temperature range.

Fragile freight
! In transport packing there is fragile freight therefore it is necessary to
address with it with extra care

Top

—>

T The transport package must be on the specified side up

+5 ¢  To protect from a rain

P

The packed product is sensitive to moisture influence

‘“-\.l.’-"" To protect from direct sunshine
g A
I\
|

b

v., Not to roll
Symbols on the marking:

SN Serial number

[ Date of manufacture
I Manufacturer
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Labeling layouts for the “Technology Solution 60” device

TECHNOIOGY
SOLUTION 60
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Labeling mockups for packaging
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Safety precautions and recommendations

Only for in vitro diagnostics. Carefully read the following warning before use and strictly
adhere to it

Attention! Before using the device, it is necessary to 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.

» Make sure 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.
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* 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.

Use and disposal of reagents

* In case of contact of the reagent containing plasma with skin or clothing, rinse with
plenty of clean water to prevent infection.

« if 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, 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.

» Turn off the power before connecting the peripheral equipment. Otherwise, electric
shock or damage to the system may occur.
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Chapter 1 Product description

11 Introduction

1.1.1. Name of the device

"Automatic coagulometer "Technology Solution 60".

1.1.2. Features

1 The medical device "Automatic Coagulometer "Technology Solution 60" 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
monitoring of thrombolytic and anticoagulant therapies, etc.

2. Created on the basis of the Windows XP operating system.

3. Includes the functions of automatic dilution, automatic calibration, as well as
automatic display of test results, which allows you to save calibration diagrams.

4. Includes the function of determining fibrinogen, including the determination of
fibrinogen by the modified Clauss method.

5. The ability to store a large amount of data: 10000 charts and search for 100,000 test
results.

6. The system supports an interface for engineers to perform periodic calibration of the
mechanical parts ofthe device.

7. Contains the auxiliary control function; built-in database of departments, doctors
and system log.

8. Supports continuous addition of STAT samples during analysis.

9. HL7 medical protocol, which interacts with the laboratory's Clinical information
System (LIS) in a two-way mode.

10. Supports connecting external printers that meet the following criteria.

Classification: matrix, laser, inkjet

The product includes:
1 Automatic coagulometer "Technology Solution 60" - 1 pc.
2. Instruction manual —1 pc.
3. Device passport- 1pc.
4. Container for distilled water - 1pc.
5. Container for draining liquid waste - 1pc.
6. Power cord - 1 pc.
7. Ground connection wire - | pc.
8. Fuse-2 pcs.
9. Stylus - | pc.
10. Wire for cleaning the needle of the air intake - | pc.
11. Stylus holder - 1 pc.
12. Sticker for the stylus holder- 1pc.
13. Sample cup 1.5 ml (if necessary) - no more than 100 pcs.
14. Thermal printer paper (if necessary) - no more than 2 pcs.
15. Adapter for samples (if necessary) - no more than 1 pc.
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16. Adapter for reagents (if necessary) - no more than 3 pcs.

17. Reagent bottle 023 mm (if necessary) — no more than 2 pcs.
18. Reagent bottle 035 mm (if necessary) — no more than 2 pcs.
19. Reagent bottle 028 mm (if necessary) — no more than 2 pcs.
20. Magnetic stirrer (if necessary) — no more than 2 pcs.

21. Sticker for reagents (if necessary) — no more than 1 pc.

22. Sample reader (if necessary) — 1 pc.

23. Reagent reader (if necessary) — | pc.

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

1.2 Device and accessories

The device has a number of fully automatic functions, such as adding reagent and sample,
counting, displaying and printing test results, etc. The instrument mainly consists of a
sample monitoring system, a constant temperature maintenance system, a measuring system,

a computer system and a flushing system.

Caver of e
dovicy ~

PucyHok 1-1. Front panel view

1.2.1 Dosing 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 function, which allows the reagent to be heated to the required
temperature in 3-5 seconds.

1.2.2 Thermostatic system

The thermostatic system includes cooling of reagents, preheating of the reagent,
incubation of the reaction liquid and maintaining the temperature regime during testing.

1. Incubation function: contains eight incubation cells in the detection zone with
constant temperature maintenance of 37 °C. Control over the constant temperature of sample

13
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positions: contains a total of seven sample positions in the detection zone with a constant
temperature of 37 °C.

2. Cooling: the temperature of all reagent positions is » 15C.

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

1.2.3 Measuring system

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

1 Coagulation method: five test positions are used to perform it: 9, 10, 11, 12 and 13,
as shown in Figure 1-2. The wavelength is 660 nm.

2. Chromogenic method: one position is involved. The test wavelength is 405 nm,
marked in Figure 1-2 with the number 14.

3. Immunoturbidimetric method: one position is involved. The test wavelength is 575
nm, marked in Figure i-2 with the number 15.

4. 8 incubation positions, marked in Figure 1-2 with the numbers 1-8.

5. The position of the discharge of spent cuvettes is marked in Figure 1-2 with the

number 16.

14
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PucyHok 1-2. Test positions

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 of the cuvette:

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



¢ The total height of the cuvette is 30.06 £ 0.15 mm;
¢ Diameter of the landing part of the cuvette - 10.00 £ 0.1 mm;
¢ Extemal diameter of the bottom of the cuvette - 7.70 £ 0.1 mm;
» Distance of the measurement area from the mating plane - 21.40 £ 0.1 mm;
¢ Extemal diameter of the measuring part of the cuvette - 7.75 + 0.1 mm;
¢ Wall thickness in the measuring part of the cuvette is not more than - 1.08 + 0.03
mm;
» The maximum deviation of the cell wall thickness 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 Flushing system
The flushing system includes.

1. Flushing tank: The left hole is used to flush the inside of the sampler, and the right
hole is used to flush the outside of the sampler.

2. Washing tank: Used for storing distilled or ionized water.
3. Waste container: used to collect liquid waste.

4. As a detergent and disinfectant reagent for cleaning the coagulometer dosing system,
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 Sample loading area

The sample loading area is represented by three interchangeable tripods of 9 positions,
and any free position of the sample can be used to install an urgent sample. Standard test
tubes, blood sampling tubes (vacutainers) and a 1.5 ml sample container can be used for the

study. Blood sampling tubes (vacutainers) can have an outer diameter of 10 mm ~ 16 mm

and no more than 100 mm in height.
1.2.6 Reagent loading zone

The reagent loading zone is represented by a removable tripod at 23 positions, where
the first three positions are reserved for diluents and washing solution. As well as a system

15
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for maintaining the temperature below 15 ° C. The temperature stabilization process takes
30 seconds.

In the reagent tripod, containers with a volume from 1 ml to 10 ml with an outer
diameter from 14 mm to 36 mm can be installed. The height of the reagent container should
not exceed 80 mm, otherwise damage may occur

1.2.7 Computer system

The system coordinates various actions and controls the operation of the device, including
the interaction of man and equipment, displays information and performs printing.
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1.3 Scope of application

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 1.4. of this manual.

Human blood plasma stabilized with an anticoagulant (sodium citrate) is used for
analysis. Any other material is considered unintended.

1.4 The measured parameters

Measured parameters are shown in Table 1-1.

Table 1-1
Name Measured Analysis Method Units
Parameter
Prothrombin time PT Coagulation s (second)
Activated partial APTT Coagulation
. s (second)
thromboplastin time
Fibrinogen (standard Clauss FIB Coagulation )
method) g/i
Fibrinogen (modified FIB MMC Coagulation
Clauss method) g/l
Thrombin time TT Coagulation s (second)
Lupus Anticoagulant LA LAI Coagulation s (second)
Lupus Anticoagulant LA2 LA2 Coagulation s (second)
Coagulation factor I, Vv, VII, VIII,  Coagulation %
IX, X. X1, XII ’
Coagulation factor Xl Chromogenic method %
Antithrombin 111 AT3 Chromogenic method %
Plasminogen Pig Chromogenic method %
Protein C PCch Chromogenic method %
17
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Protein C
Protein S
Protein S
Heparin
DOAC

a 2 antiplasmin

Fibrinogen degradation
products

D-Diemer

Antigen factor Von
Willebrand

Fibrin-monomer

1.5 Technical data

Testing method

Wavelengths

Measuring Positions
Incubation positions
Discharge positions for
ditches:

Performance:

Sample positions:
Reagent positions:
Maximum load of measuring
cuvettes:

Nutrition:

Power:

Terms of Use:

Storage conditions:
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PCco Coagulation %
PSch Chromogenic method %
PSco Coagulation %
Hep Chromogenic method IU/ml
Hep2 Chromogenic method ng/ ml
a2 AP Chromogenic method %
I turbidimet
FDP mmunoturbidimetry mkg / mi
D-dimer Immunoturbidimetry ng / ml
VWF Ag Immunoturbidimetry %
0
FM Immunoturbidimetry mkg / ml
Table 1-2

Coagulation process (optical scattering method),
chromogenic method and immunoturbidimetry
(optical transmission method) Coagulation process
(optical scattering method), chromogenic method
and immunoturbidimetry (optical transmission
method)

Coagulation process: 660 nm

Chromogenic method: 405 nm
Immunoturbidimetry: 575 nm

7 positions

8 positions

1 position

60 tests / hour (PT test)

Sample stand with 27 test positions
23 cooled positions for reagents

72 measuring cuvettes

a.c. 100-240 V, 50 Hz/60 Hz
400 watts

10 “C ~ 30 "C, relative humidity ~70%

- 20 °C 55 “C. relative humidity ~85%,
Pressure: 50 kPa~ 106 kPa, in a well ventilated



Interface:

The maximum allowable time
for setting the operating mode,
calculated from the moment
the analyzer is turned on
Safety class for software acc.
To EN 62304

Electrical safety according to
EN 61010-1

Group of dependence on
perceived mechanical
influences according to GOST
R 50444-2020

The degree of protection ofthe
analyzer from dangerous
penetration of water or solid
particles - IP

room

RS-232, WLAN port, USB port (2), VGA output,
P S/2 connectors for keyboard and mouse

up to 10 minutes

A

- Overvoltage category 1.
- Pollution Degree 1
- Protection class 1

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

room

IP 00

1.6 Description of the composition of the automatic coagulometer

Neo Description

n/n

1 Capacity for distilled
water

2.  Tank for discharging
liquid waste

3. 1.5 ml sample cup (if
necessary)

4, Power cord

5. Ground wire

6.  Thermal printer paper
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Assignment

It is intended for a distilled
water

It is intended for collecting the
fulfilled liquid

Are used for samples or scarce
plasmas during test by the
device

Provides electricity feed-in to
the device

Provides protective grounding
of the device

It is intended for display of

Technical specifications

Volume: 4 liters.
Overall dimensions:
Height 325 mm + 1 mm;
Width 160 mm £ 1 mm;
Depth 115 mm 1 mm
Volume: 4 liters.
Overall dimensions:
Height 325 mm £ 1 mm;
Width 160mm=l mm:
Depth 115 mm £ 1 mm.
Volume: 1.5 ml.
Overall dimensions:
Diameter: 15mm+ 1mm;
Height: 25 mm = 1mm.
Length 2000 mm £ 10
mm. Voltage: up to 500
V.
Diameter: 7 mm + 0.5
mm.
Voltage: up to 600 V.
Length: 5200 mm £10
mm.
Diameter: 4 mm = 0.5
mm.
The maximum diameter
19



10.

12.

13.

14.

15.

16.

17.

18.

19,

(if necessary)

Sample Adapter (if
required)

Adapter for reagents
(if necessary)

Fuse

Wire for cleaning the
needle of the sampler

Stylus

Stylus Holder

Sticker for stylus
holder

Reagent bottle 023
mm (if necessary)

Reagent bottle 035
mm (if necessary)

Reagent bottle 028
mm (if necessary)

Magnetic stirrer (if
necessary)

Reagent Label (if
required)

Sample reader (if
necessary)
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results of testing on paper

It is intended for fixing ditches
of samples in a support

It is intended for fixing of a
bottle of reagents in a support

Performs protective function,
protects an electrical circuit
and its elements from
overheating and ignition at
course of current of high force.
It is used for a clearing of a
needle of a probozabornik in
case of contamination

It is used for management of
the touch interface of the
coagulometer

It is necessary for convenient
fixing of the stylus

It is necessary for fixing of
fastening of the stylus on the
surface of the device

It is intended for reagent
storage

It is intended for reagent
storage

It is intended for reagent
storage

It is intended for hashing of
reagents

It is used for designation of
installation sites of reagents in
a support

It is intended for reading of a
barcode of samples

of the tape: 50 mm.
Tape width: 57 mm.
The paper density is 80
g/m2.

Diameter: 24 mm £ 1
mm. Height: 29 mm = 1
mm.

Diameter: 24 mm % 1
mm. Height: 29 mm + 1
mm.

Diameter x Length: 5x20
mm. Current strength: 5
A

Voltage: 250 V.

Length: 445 mm.
Diameter: 0.5 mm.

Type: capacitive.
Length: 100 mm.

Length: 65 mm.
Width: 15 mm.
Double-sided adhesive
tape.

Volume: 25 ml.

Overall dimensions:
Diameter: 23mm *Imm;
Height: 45 mm 1 mm.
Volume: 30 ml.

Overall dimensions:
Diameter: 35mm + Imm:
lleight: 60 mm + 1 mm.
Volume: 20 ml.

Overall dimensions:
Diameter: 28mm 1 mm;
Height: 50 mm £ 1 mm.
Length: 15 mm.

Length: 13 mm.
Width: 5 mm.

Specifications:

» Wavelength: 650 nm.

e Power: upto 1 MW.

* Laser class: 2.

» Maximum distance to
the barcode: 90 cm.

» Reading speed of 104 +



L

12 barcodes per second.
* Power consumption: 95
MW.

* System connection:
hardware.

20. | Reagent Reader (if

necessary)

It is intended for reading of a

barcode of reagents

Specifications:

* Wavelength: 650 nm.

* Power: up to 1| MW,

* Laser class: 2.

* Maximum distance to
the barcode: 90 cm.

* Reading speed: 104 £12
barcodes per second.

* Power consumption: 95
MW,

* System connection:
USB.

* Lengt

1.7. Description of medical devices intended for use in combination with the medical
device "Automatic coagulometer '""Technology Solution 60", not included in the

delivery package.

Name

Number and date of
issue of the
registration
certificate

Appointment

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

RZN 2020/12933 of
December 14 , 2020

The medical device "TS-APTV"
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
plasma.

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

RZN 2020/12930 of
December 15, 2020

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
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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

A set of reagents for
determining the concentration of
fibrinogen for the line of
coagulometers "Technology
Solution" (TS-Fibrinogen) on
the TU 21.20.23-085-42349142-
2020
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RZN 2020/12659 of
November 24, 2020

RU No. RZN
2020/12640 of
November 30, 2020

(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 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 (cirrhosis
of the liver) dysfibrinogenemia.

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 various
etiologies (during pregnancy and
childbirth, against the background
of fibrinolytic therapy, etc.), with
inflammatory, autoimmune,
infectious and septic diseases



9

(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 of
November 30, 2020

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”.

A set of reagents for the
determination of antithrombin
for the line of coagulometers
"Technology Solution" (TS-
Antithrombin) on the TU
21.20.23-087-42349142-2020

RZN 2020/12686 of
November 30, 2020

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.

A set of reagents for the
quantitative determination of D-
dimer in blood plasma for the
line of coagulometers
"Technology Solution" (TS-D-
dimer) on the TU 21.20.23-088-
42349142-2020

RZN 2020/12270 of
November 14, 2020

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
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TS-D-dimer control RZN 2020/12571 of
November 17. 2020

A set of calibration plasmas for ~ RZN 2020/12354 of
the line of coagulometers October 28. 2020
"Technology Solution™ (TS-

calibrator) on the TU 21.20.23-

090-42349142-2020
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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 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:

-APTVI/ACTV;

4%



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

RZN 2020/12097 of
September 30, 2020

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/ACTV;
- prothrombin time;

- international normalized attitude
(INR);

- prothrombin index by Quick;

- thrombin time;

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

- - fibrinogen (modified by Klaus
method);
- antithrombin;
- plasminogen;
- protein C;
25




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 1X for the line of
coagulometers "Technology
Solution” (TS-Factor 1X)
according to TU 2120.23-093-
42349142-2020

A set of reagents for the
determination of plasminogen
for the line of coagulometers
"Technology Solution™" (TS-
Plasminogen) on the TU
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RZN 2020/13132 of
January 12, 2021

RZN 2021/13310 of
January 28. 2021

RZN 2021/13401 of
February 08,2021

-factor VIII:
- factor IX;

- Willebrand factor antigen level
(VWF:AQ);

- 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

A2 B B

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 hemopbhilia B with factor 1X
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



21.20.23-095-42349142-2020

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.

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

RZN 2021/13611 of
March 02 , 2021

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 in the
liver with the participation of
vitamin K. In its active form, it
destroys coagulation coagulation
factors Vlilla and Va. Hereditary
protein C deficiency leads to
thrombosis and
thromboembolism. Newborns
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
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A set of reagents for RZN 2021/15119 of
determining the anti-Xa activity ~ August 18. 2021

of direct anticoagulants for the

line of coagulometers

"Technology Solution" (TS-

Anti-Xa) on the TU 21.20.23-

102-42349142-2021

RZN 2021/15136 of
August 20, 2021

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 forthe ~ RZN 2021/15104 of

line of coagulometers
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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
Die syndrome.

The medical device "TS-Anti-Xa"
is intended for guantitative
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 unfraclionated and low
molecular weight heparins, direct
oral anticoagulants (DOAC)
(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-



"Technology Solution" (TS-
Heparin control) according to
TU 21.20.23-105-42349142-
2021

August 16, 2021

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".

A set of calibration plasmas for

RZN 2021/15411 of

The medical device "TS- DOAC -

the line of coagulometers September 23, 2021 | calibrator" is designed to obtain
"Technology Solution" (TS- calibration values for determining
DOAC -calibrator) on the the anti-Xa activity of direct oral
OTHER 21.20.23-104- anticoagulants (DOAC)
42349142-2021 (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".
A set of control plasmas for the | RZN 2021/15147 of | The medical device "TS- DOAC -
line of coagulometers August 20, 2021 control” is intended for in-

"Technology Solution" (TS-
DOAC -control) according to
TU 21.20.23-106-42349142-
2021

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 oral
anticoagulants (DOAC)
(apixaban, rivaroxaban,
fondaparinux and others) in blood
plasma by chromogenic method
on the line of coagulometers
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A set of reagents for the
determination of the Willebrand
factor antigen for the line of
automatic coagulometers
"Technology Solution" (TS-
Willebrand Ag) according to TU
21.20.23-107-42349142-2021

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

A set of control plasmas for
quantitative determination of
FM on coagulometers
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RZN 2021/15490 of
October 04,2021

RZN 2022/16545 of
February 15,2022

RZN 2022/19288 of
December 30, 2022

"Technology Solution™.

The medical device "TS-
Willebrand Ag" is intended for
the quantitative determination of
the Willebrand factor antigen
(VWF:AgQ) 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 well as
protection of antihemophilic
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 inferiority of vVWF
(Willebrand's disease, Willebrand
syndrome). In addition, it is
advisable to use this method to
monitor the effectiveness of the
treatment of this pathology with
Willebrand factor concentrates.

The medical device "TS-Fibrin-
monomer" is intended for the
guantitative determination of
fibrin monomers (FM) in human
blood plasma either in free form
or as part of soluble fibrin-
monomer complexes (RFMC) by
immunoturbidimetry on
coagulometers "Technology
Solution”. The definition of FM is
important in various variants of
intravascular blood clotting
(thrombosis of the main vessels,
PE, Die syndrome), including the
use of anticoagulants.

The medical device "TS-Fibrin-
monomer control" is intended for
in-laboratory quality control of a



"Technology Solution” (TS-
Fibrin-monomer control)
according to TU 21.20.23-115-
42349142-2021

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".

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

RZN 2022/19253 of
December 27 , 2022

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".

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

RZN 2022/19267 of
December 28 , 2022

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.
DIC syndrome of various genesis

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

RZN 2022/19286 of
December 30, 2022

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
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RZN 2022/19286 of
December 30, 2022

A set of control plasmas for
quantitative determination of
PDF on coagulometers
"Technology Solution" (TS-
FDP control) according to TU
21.20.23-116-42349142-2021

RZN 2020/10843 of
June 17,2020

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 pi)-
1000 pcs. in the package.

- Disposable cuvette for
coagulometers "Technology
Solution 60". "Technology
Solution 190". "Technology
Solution 400": K2 (700 p1)-
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
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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 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 "Disposable
cuvette for the line of
coagulometers "Technology
Solution"" is intended for placing
blood plasma samples and
reagents, mixing them and
examining blood plasma samples
using coagulometric analysis
methods on the line of
coagulometers "Technology
Solution™; "Technology Solution
4", "Technology Solution 60".
"Technology Solution 190"
"Technology Solution 400".



coagulometers "Technology
Solution 60", "Technology
Solution 190", "Technology
Solution 400"

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

"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
line of coagulometers
"Technology Solution"
("Technology 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 Solutions LLC
through an Official Notification, or on the official website www.labsolution.ru,

www.1a0-pewenne .RF.
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Chapter 2 Installation and calibration

2.1 Unpacking the device

2.1.1 Unpacking steps

Unpack the appliance and remove the material for transportation. Keep all packaging
materials and materials for transportation in case of possible transportation of the device.

The box with the device should stand straight, and the arrows should be pointing
upwards.

Use the tools to open the side walls of the drawer, take out the accessories and check
the package according to the packing list. In case of a shortage, contact the distributor or
representatives ofthe Limited Liability Company "Laboratory Solutions" immediately.
Check the contents, which must correspond to the list specified in clause 11

Remove the packaging material from the box and carefully lift the device by special
recesses on both sides with the help of at least two people.

Attention: Accessories must correspond to the list ofequipment in the device
passport. |1fany component is missing, damaged or does not match the configuration in
the device passport, contact an Authorized Representative in the Russian Federation.
Please store the packaging properlyforfurther packaging and transportation. The
ambient transport environmentfor the device: temperature -20 V ~ 55 V, relative
humidity up to 90%, barometric pressure 50 kPa ~ 106 kPa. During transportation, pay
attention to the icons "Top” "Fragile™ "Protectfrom rain and moisture™ "Limit of layers
on the package™ and transport the device according to the requirements.

2.1.2 Conditions of carriage

1) Before transporting the instrument, make sure that it is reset, the sampling needle
is in the raised position.

2) Under normal conditions, trolleys and other vehicles can be used for transport
over short distances.

3) During the entire transportation of the instrument, pay special attention to the
safety of the display and sampling needle.

4) During transportation it is recommended to keep the device in an upright position,
do not lilt.

5) Avoid vibrations if possible. Before the subsequent operation of the device, it is
recommended to check and calibrate.
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2.2 Installation and operating conditions

The automatic coagulometer Technology Solution 60 must be installed by qualified
personnel. When it is necessary to change the installation location of the device, also contact

qualified specialists.

It should be noted that if malfunctions have occurred, as a result of the movement of
the system carried out by the user, this leads to the loss of all warranty obligations, even if
the warranty period has not expired.

In order to ensure the correct operation of the device, it is necessary to place it on a
work surface that meets the following requirements:

Away from direct sunlight;

In a dust-free place;

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 resuits
due to the influence of electrostatic discharges.

A grounded power outlet will 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 room should be well ventilated;
* Avoid excessive humidity and high temperatures;
® Avoid vibration and shaking,
» The device must be instafled 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.

e 6 ¢ o

Attention:

This device aperates at an ambient temperature of 15 °C ~30 °C and humidity S 70%.

After installation, avoid moving the appliance frequently. Use a stable trolley to move it.
The angle of inclination should not exceed 15°.
Installation and relocation must be carried out exclusively by qualified specialists.

2.3 Power supply requirements
a.c. 100-240 V; 2) 50 Hz / 60 Hz; 3) 400 watts

Warning:
35
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1) The AC power supply must he wellgrounded (ground voltage <5V).

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

3) Ifsmoke, a sharp smell or unusual noise emanatingfrom the device is detected,
immediately turn offthe power and contact the service center o fan 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 hack cover, side covers and panels o fthe switched-on appliance.
2.4 Accession of tubes

The device must be properly configured and have a flushing fluid in the kit. For
maximum accuracy of the test results, it is necessary to use the tube system supplied with
the device. To connect the pipe system it is recommended to follow the following steps:

1) Take the cleaning fluid tubes and waste tubes from the accessories package.

2) Connect the tubing system for cleaning fluid and waste according to the color
markings on the back of the instrument.

3) Connect the fluid level sensors to the cleaning liquid and waste containers.

Cleaning tank air II Waste container air
connector A < connector

\°© @/ A liquid level sensor in the tank
@/ cleaning

/

Cleaning tank water
connector [

\\@ @\ A liquid level sensor in the tank

o K waste
LE ° Waste waler tank connector
Picture 2-1. Connection of a system of tubes
Note:
1) The tube system and the power cable must he connected according to the marking
on the label.

2) Do notpull or cut the tubes ofthe distilled water tank to avoid water ingress under
pressure. | f necessary, to reduce the pressure, loosen the lid o fthe container.
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3) Make sure that the distilled water and waste containers are placed on the same
surface as the appliance. Avoid bending and straining the tubes, this can lead to both
distortion of the results and damage to the device.

2.5 Installation of the keyboard and mouse

If necessary, a keyboard and mouse can be connected to the device. The connection

should be performed as follows:
1) Carefully insert the keyboard plug into the corresponding connector on the right side
panel of the device, marked with the word "Keyboard".
2} Insert the mouse plug into the cormesponding connector on the right side panel of the
device, marked with the word "Mouse".
2.6 Installation of the external printer

1) Plug one end of the printer cable into the USB port of the printer.

2) Connect the other end of the printer cable to the USB port of the device.
3) If necessary, install the driver for the connected printer.

4) Connect the printer to a power source using a network cable.

5) Turn on the printer to get started.

2.7 Calibration of the device

Calibration of the device should be carried out using calibration plasmas. There is no
need to perform a calibration test daily, but it is mandatory at Jeast once for each new batch
of reagent kit that needs calibration. The data obtained as a result of calibration will be used

until the data of the new calibration is saved.
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Chapter 3 Launch

The list of medical devices and consumables required for use in conjunction with the

medical device "Automatic coagulometer "Technology Solution 60" for its intended purpose.

To perform a study of the hemostasis system (testing) in blood plasma according to the
principles specified in paragraphs 4.2.1, 4.2.2 and 4.2.3, the device requires reagent Kits.
calibrators, cuvettes and a washing solution. All components necessary for the operation of

the device are specified in section 1.7 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 1.7 of this manual)

The cuvettes are delivered in packages. K2 cuvettes are installed in tripods for measuring
cuvettes, the total number of cuvettes located on board is 72 pcs.

The automatic coagulometer "Technology Solution 60" automatically detects the
presence of cuvettes. If no cuvettes were detected in the tripod during operation, the analyzer
pauses operation and displays a corresponding message on the screen. 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 1.7 of this manual)

The washing solution is used to clean the sampler 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 1.7 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
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cuvettes of the medical device "Disposable cuvette for the line of coagulometers
"Technology Solution"”, 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).

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 K5 -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.
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3.1 Preparations before launch

Before starting work on the device, the user must perform the following actions:
1) Check ifthere 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.
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 the UPS.

Note:

When handling liquid waste, always wear disposable medical gloves. Afterfinishing
the work, wash your hands in an antiseptic solution.

In contact with blood or other material, infection with pathogenicfora is possible.
The issue of disposal of waste materials should he approached seriously, in
compliance with all necessary standards.

3.2 Entering the system

After turning on the device and loading the system, a window will appear for logging

Y 0

agoftnamr

LI:

Picture 3-1.Entering the system

Using the user name “Administrator”, the default password and the password “888888
(you can change the password in the settings after logging in to the system) you can log into
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the device as an operator. If you are not using a keyboard, you can click the icon on the
monitor, representing the keyboard, to call up the virtual keyboard and enter the password.

3.3 Main menu

After successful login you will see the main menu window:

TECHNOLOGY
SOLUTION 60

Picture 3-2. Main menu

The main menu is the main window for all users of the automatic coagulometer
"Technology Solution 60", in which users can click the icon to select a specific operation.

When you click on the inscription "Technology Solution 60" in the main menu, a
window will appear with information about copyrights and the version of the system.
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Picture 3-3. Copyright information and system version

Press "X" to return to the main menu.

3.4 Functional module

All function modules are displayed on the home screen buttons. Their main functions

are:

D

2)

3)

4)

5)

Measured parameters (Test button): includes the settings of the positions of the
reagents, edit the information about the tests and about the urgent sample (details
in Chapter 6).

Quality control parameters (QC button): includes the parameters of materials for
quality control, quality control charts, as well as the report and printing of the
data obtained after the control (for more details, see Chapter 7)

Calibration parameters (Calibration button): includes standard settings, standard
calibration parameters, manual input of calibration data, as well as a report and
printing of data and calibration diagrams (for more details, see chapter 8)
Parameter Settings (System button): includes information on settings and
parameter verification (more details in Chapter 6).

Query history (Report button): includes querying and printing the history
ordered both by patient and by parameter (for more details, see Chapter 9)
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6) System Settings (Operator button): includes information about the hospital,
reagents, medical history statistics, combined settings, query log, system
parameters, and data loading (for more details, see Chapter 5).
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Chapter 4 Settings of parameters

Click the Settings of parameters button in the main menu to select specific options.

Fl APTT TT ne F1B»2 ruw-2

VML K M Mi PCca PCc*

D'Dimcf

Ps a? AP II nji Hsti *13

t Hem 2 Hem ] Itoei 4 IttiM b 1

Janm OlLeHa

Picture 4-1. Settings of parameters

The first 27 test protocols of the automatic coagulometer "Technology Solution 60" relate
to the main built-in parameters. The other three test parameters on this screen are reserved
for test protocols created by users as needed. Click Next to see the following test protocols
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created by users as needed and select the one you need to open the settings window:

H»*1oH<*aHuB TOCTa rfnrmna Hato+0  BaHMO | Annepst P ]_
MoToa rortupomHuns PT *] [vanganH AnnycTUMbIX 3»4ad(mid I'IT . |r'
YyBCTBUTENLHOCTL (cpBAHM T} Touka cepTbiBaHusA (4) NoKCUHabI<B Bpews (0/0) |i20

rpo6a(ul) Tin paasaBuTBNs O6bem pasbaBKnBns npB4-rpoOMMBKa (LK) noCT-fl(taMi-«»a (LK)
51 M HI zi  1°™3r
2 i il 1 3 *F—zl\ Mo
bpoms 14«'y6aum nimmenceakme ponroHTs O06bT piMreviTa [MpBA-TPOMbIEXS (LK) rvxT-npfjMbwa (umkr).
po AU 3 X\o-~zll Xp 3
R nr n.rnr mN3xIN
R3 nur nu Trnr

1 MepyMeTpbl MUBTOPUOro TBCia
I'WH:H-W} BepxuAat npegen! LUINMAL rpepgenfoo Bepoam rpegen”Er

IcipHyna (Vx+b)

M) vposers [nimma-n
K1 du

CoxpaHuTtb OTmeHa

Picture 4-2. Parameter Settings Window

4.1 Settings of positions of parameters

In the settings menu you can set the following test parameters.:

1) Test name:

English parameter name - 15 characters.
2) Full name:

English parameter name - 30 characters.
3) Units of measure:

Selecting the department and viewing information about the medical institution in

section 5.4.

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:
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-g/1 (g/1).
- 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).

4) Sensitivity:
The choice of detector sensitivity: low, high and medium.
5) Testing method:
The system includes three methods of testing: coagulation (percentage research
method), chromogenic and immunological. Each testing method is divided into 25 types of
specific algorithms. For different test methods, you can choose the appropriate test method,

for example, for PT as a PT test method, and for FIB - as a FIB test method.

6) Measurement range of test result values. For a fixed percentage of certain
parameters, you can set the normal value of the corresponding results and their range:
for other parameters, you can take a fixed range of testing time (units ot
measurement are seconds).

7) Repeat analysis:

Select "Reanalysis”. When you select a reanalysis two or more times, the system

automatically calculates the average value of the test result; Repeat testing frequency can
be selected up to 10 times.

8) Coagulation Point:
Select the stop point of the coagulation measurement for the coagulation method.
Choose a stopping point between 2% - 80%. which can vary by an increase of 1%;

Select the start time of the measurement for chromogenic analysis and
immunoturbidimetry. Select a time range from 1 second to 600 seconds, which can change
by an increase of 1s..

9) Maximum time:
Choose the maximum clotting time for the coagulation method in the range from

90 to 600 seconds;

Select the measurement stop time for chromogenic analysis and
immunoturbidimetry from 1second to 600 seconds.

10) Sample volume (JiL):
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Select the volume of sample to be taken in the range of 4 pl ~ 120 l, which can
be changed by an increase of | pl. If the diluent is not used, 20 pL. or more may be selected.

11) Type of diluent:
Select a diluent and set the reagent parameter. Read more in clause 5.1.

12) Diluent volume:
Select the volume of the diluent to be collected. If the diluents are used only

when the standard curve is set, select the diluent name and press 0 pl.

Note:
Ensure that the total volume of the diluent and sample to be withdrawn is in the range of
20 pl ~ 130 pl,

13) Flushing before and after sampling:
Select a flush cycle with a maximum frequency of 9 times before and after

sampling, if there is no need for flushing, seiect “0”.

14) S2 sample volume (pL) (second dilution step):
Select the amount of sample to be withdrawn at the second dilution step in the

range of 4 pL. ~ 120 pL, which can be changed by an increase of 1 pL.

15) Type of diluent (second dilution step):
Select diluent for the second dilution step, then select reagent parameters. Read
more in clause 5.1.

16) Diluent volume:
The amount of diluent used in the second dilution step is in the range of 0 ul ~

200 pl, which can be changed by an increase of 1 pl.

Note: Ensure that the total amount of diluent and sample is in the range of 20 ul ~
130 ul.

17) Rinsing before and after collection (at the second stage of dilution):
Select a flush cycle with a maximum frequency of 9 times before and after
sampling, if there is no need for flushing, select “0”.

18) The incubation time of the reagent 1:
Select an interval with a maximum value of 30 seconds between the time the
sample starts to warm up and the time it takes to add reagent 1, which can be changed by an
increase of 30 seconds. However, if the flush mode is selected immediately after sampling,
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each flush cycle will be increased by 30 seconds. In addition, if the flush mode is selected
before adding reagent 1, each flush cycle will be increased by another 30 seconds.

19) Name of reagent 1 (RI);
Select the name and parameters of the reagent. Read more in clause 5.1.

20) The amount of reagent taken 1 (RI):
Set the reagent intake volume 1 (RI) between 4 pi ~ 200 pi. which can be

changed by increasing 1 pi.

21) Flushing before and after the fence (RI):
Select a flush cycle with a maximum frequency of 9 limes before and after
collecting reagent 1, if there is no need for flushing, select “0”.

22) The incubation time of the reagent 2 (R2):

Select an interval with a maximum value of 30 seconds between the time you add
reagent 1and reagent 2. However, if the flush mode is selected immediately after sampling,
each flush cycle will be increased by 30 seconds, in addition, if the flush mode is selected
before adding reagent 1. each flush cycle will be increased by another 30 seconds.

23) Name of reagent 2 (R2):
Select the reagent name and reagent parameters. Read more in clause 5.1.

24) The volume of the reagent taken 2 (R2):
Select the amount of reagent to be taken in the range of 4 pi ~ 200 pi, which can

be changed by an increase of 1 pi.

25) Flushing before and after collection of reagent (R2):
Select a wash cycle with a maximum frequency of 9 times before and after

collecting reagent 2, if there is no need for washing, press "0”.

26) The incubation time of the reagent 3:

Select the interval with a maximum value of 30s between the time you add
reagent 2 and reagent 3. However, if the flush mode is selected immediately after sampling,
each flush cycle will be increased by 30 seconds. In addition, if the Hush mode is selected
before adding reagent I. each Hush cycle will be increased by another 30 seconds.

27) Name of reagent 3 (R3):
Select the name and parameters of the reagent. Read more in clause 5.1.

28) The volume of the reagent taken 3 (R3):
Select the volume of the reagent to be taken in the range of 4 pi ~ 200 pi. which

can be changed by an increase of 1 pi.
29) Washing before and after collecting the reagent (R2):
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Select a wash cycle with a maximum frequency of 9 times before and after
collecting reagent 2, if there is no need for washing, press “0”.

Note: Make sure that the total amount of all solutions in the cuvette is at least 150 ul
and not more than 400 ul.

30) Setting up a re-dilution assay:

Samples are retested after a specified multiple dilution. Select the upper and
lower limits of the result, as well as the dilution factor. If the test results exceed these values,
the sample should be tested again after a specified multiple dilution. After selection, the
system automatically starts this function.

31)Configure Reanalysis:
If it is necessary to retest the sample, select the upper and lower limits of the
result. If the testing value is outside these limits, the sample will be tested again. After
selection, the system automatically starts this function.

32) 32) Change of formula:
Change measurement results. Formula: Y = KX + B; where: X is the

measurement result, Y is the variable result. If the changes are not necessary, you can
choose the values K =1 and B=0.

33) Click the Save button to save the current parameter value.
34) Click Print. Click the Exit button to exit the current window and return to the main
menu.

4.2 Research method parameters
4.2.1 Coagulation method (Percentage study method)

In the optical system of the coagulation method, 90% of the optical scattering + % of the
endpoint is used. 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 of the reaction mixture. The photodiode
receives the scattered 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, builds a coagulation
reaction curve and determines the coagulation time using the percentage endpoint method.
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Light scattering intensity
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Clotting time

Picture 4-3. Reaction curve

The clotting time is taken as a percentage.

At the moment when the reagent isjust added, the level of scattered light will be 0%,
when the coagulation reaction is completed, it will be 100%. Based on the reaction curve,
the clotting time can be considered the time when the scattering intensity reaches a certain
test percentage. In the figure, the coagulation point is set to 50% and the user can adjust the
percentage value of the coagulation point for each time depending on the specific situation.
The smaller the value, the shorter the result time will be.

4.2.2 Chroniogenic method

The optical system of the chromogenic method uses the optical absorption method. The
luminous flux uses an LED. applying a wavelength of 405 nm. The light from the LED
passes through the filter and approaches the sample. The photodetector receives light
absorption and converts it into an electrical signal. After the analog-to-digitai 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 sample.

The chromogenic method is the use of 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, Hep2, a2 AP.

4.2.3 Immunoturbidimetric method
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The optical system of the immunoturbidimetry method uses the optical absorption
method. The luminous flux uses an LED, applying a wavelength of 575 nm. The light from
the LED passes through the filter and approaches the sample. The photodetector receives
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 sample.

The immunoturbidimetric 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
plasma incubation for some time, a stabilizing reagent and an antigen-sensitive reagent are
added. Then the reaction mixture is placed in a measuring channel with a wavelength
(575/660/800 nm, depending on the parameters specified in the test protocol) and the
change in light absorption caused by the antigen-antibody reaction is photometrically
recorded.

Tests that are based on this method: D-dimer, FDP, PSch, vWF Ag, FM.
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Chapter 5 System parameters

In the main menu, click the System Parameters button to see the system settings.

Oamuple O pearente [pyrTbl TectoB PecbnekcHble nceTopbl C-thykTypa 60reMyLbl
L
p.u.ix—. p <J. .4
i HacTpoliku cucTekbl [Jon. XKypyan 3arpyska faHHbIX
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Picture 5-1. System parameters

5.1 Reagent parameters

In the “System Parameters” window, select the Reagent button to enter the reagei”.
parameter settings window.
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Picture 5-2. Reagent Settings

In the Reagents window you can select the necessary information about the parameters
in the corresponding section. Be sure to complete the following items:
1) Name ofthe reagent
Reagent name in English / Russian, no more than 8 characters.
2) Full name
Reagent name in English / Russian, not more than 15 characters.
3) Series
Reagent group number, not more than 15 characters.
4) Expiration date
Reagent Use Date
5) Reagent Type
Type of reagent selected. The system has three types programmed: reagent, washing
solution and diluent.
Click the Add button to clear the input field while the cursor is in the reagent name
input field.
Click the Save button to save the current reagent settings to memory and the system
will automatically save the reagent information according to its type.
Click the Remove button to remove the reagent from the list.
Click Cancel to exit the current window menu and return to the system settings menu.

5.2 Setting up work sheet

In the “Worksheet” window you can select a test group (up to 10 items) to create a
worksheet. The system supports three worksheets, each of which can be selected with an
independent test group and information on the position of the reagent.
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5.2.1 Choice of group of the test

In the "System Parameters" window, select Worksheet Settings to enter the test group
settings in the worksheet:
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Picture 5-3. Worksheet options

1) Select the test group list from the Select test list and click the> button to add the
test to the worksheet. If such a test has already been added, the operation will not be
performed. Press the <button to delete the selected test.

2) Click the Save button to save the current worksheet information or the Clear button
to delete all the tests.

3) Press the Back button to return to the system settings menu..

5.2.2 Group parameters
Click the Group button to enter the Group Settings menu.
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Picture 5-4. Group settings

The worksheet groups settings window contains five tests for each of the worksheet
groups that will be used to select test parameters of the sample in the group (for more details,
see chapter 6.2).

The setup process:

1) Select a worksheet.

2) Select a group.

3) Click on the group name, then you can enter or change the group name.

4) Select tests from the list in the Select test tab and click the> button to add all
selected tests to List 1. Click the » button to add all items in the Available group
options tab to the Selected group options list.

5) Select a test from the list of selected group tests, and press the <button to remove
selected items from the list, press the « button to clear the list of all available
group tests.

6) Click the Save Group button to save the selected settings of the current worksheet.
Click the Clear Group button to clear the current worksheet settings.

7)  Click Back to return to the Worksheet Options menu..

Note: I fyou change the available parameters in the worksheet to which they belong,
this will automatically change the parameters o fthe group.
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5.3 The analysis with the autofilter

In the "System Parameters" menu, select the Analysis with AutoFilter button.
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Picture 5-5. AutoFilter Analysis

In this menu, if the user selects an analysis with an autofilter, the system automatically
starts performing the corresponding test. For example, if you select the APTT test, if the
autofilter value [PT] <0.93. there will be a corresponding result; when the PT test result is
<0.93. the system automatically performs the APTT test.

The setup process:

1) Click the Filter Parameter button to select the appropriate test in the pop-up
window. The autofilter data entry line will show [XXX], where XXX is the
selected parameter.

2) Click the Operating Parameters button; as a result, the line will display
characters for input into the auto filter, such as>,> =, <. <=, OR. AND, and
others.

3) Repeat steps 1and 2 to change the filter formula.

4) Click the Filter Parameter button to select a test that will automatically
appear in a pop-up window.

5) Click the Save button to save the current settings or the Delete button to
delete the selected entry in the autofilter sheet.

5.4 Information about the hospital

In the "System Parameters™ menu, click on the information about the hospital.
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Picture 5-6. Settings of the hospital information

Information on the medical institution includes data on the diagnosis, separation,
verification of results, etc. (up to 100 entries for each item). To avoid re-entering when
editing patient information, you can use information about the patient's illness, department
and its results directly from this window.

The setup process:
1) Select "Diagnosis"”, the current parameters will be shown in the list of

available parameters on the right.

2) Enter the name of the parameter in the Name column.

3) Click the Save button to save the current settings.

4)  Click the Delete button to select and remove a specific item from the list of
available options.

5) Repeat steps 2-4 to enter the remaining information about the hospital.

6) Press the Back button to exit the current menu and return to the System

Settings menu.

5.5 System parameters

In the “System Parameters” menu, click the System Parameters button to edit the
appropriate settings.
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Picture 5-7 System Parameters

1) Hospital name: entered by the user, no more than 30 characters.

2) Date and time: time and date should be selected according to real time. If you enter
incorrect data, the results may be incorrect.

3) Printer: The 'Technology Solution 60” analyzer model is equipped with a built-in
printer whose settings are determined by user preferences.

4) Touch Screen: Sensor Setup:

a) Select the Save button to save the current settings.

b) Click the Touch Screen button to configure the sensor.

c) Click the Password button to change the password.

Note: If the printer options do not match the actual configuration, data may not be
printed correctly.

5.6 Additional functions

In the "System Parameters" menu, click the Advanced Functions button to see a list of
system parameter settings.
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Picture 5-8. List of additional features

The system offers two additional functions - monitoring the volume of reagent liquid
and analyzing with an auto filter.

5.6.1 Monitoring of volume of liquid of reagent
Allows you to use the monitoring of the volume of liquid reagent during operation.
5.6.2 The analysis with the autofilter

When the autofilter function is present, the system will automatically execute the
specified parameters.

Note: Additionalfeatures are not available by default,

5.7 The query log

In the System Parameters menu, click Query Log.
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Picture 5-9. Query Log

Each system log entry contains information about the user, operation, date of operation,
time of operation and various kinds of changes. The operations that the coagulometer
'Technology Solution 60” records include startup, shutdown, errors and warnings. These
records will be automatically created during the entire time the machine is running. The
system log database contains about 1000 records, and the system will automatically display
all daily records by default.

The setup process:

1) Set the date range of the request.

2) Click the Request button to select the date range of the request and the
request of the system log.

3) Select an entry to delete from the system log list and click the Delete button
and select “Delete All” to clear all entries.

4) Click the Cancel button to exit the current menu and return to the system
settings menu.

5.8 Sending data

In the System Parameters menu, click the Send Data button to enter the corresponding
menu.
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Picture 5-10. Sending data

Sending data is the transfer of analysis data from the coagulometer "Technology
Solution 60” to the laboratory information system for further study.
The setup process:
1) 1) Select the date range of the request.
2) 2) Click Submit to submit the required test data.
3) 3) Click Back to return to the System Parameters menu..
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Chapter 6 Test

Click the Test button in the main menu to enter the sample test setup menu.

A) Date and time: displays the date and time of the current test.

B) Worksheet: displays the name of the current worksheet.

C) Temperature: displays the temperature of the test position. Click the Temperature
button to open the full system temperature monitoring window. Pressing again closes this
window.

D) System Status: Displays the current status of the system test.

E) Sample block: there are a total of three racks in the apparatus, each of which can
hold 9 samples. Racks have serial numbers: S1-S2-S3.

E) Sample number in the stand: shows the number of the current sample in the stand.
Each such number is unique and is not repeated throughout the day. For example, 002-05
means the number of the fifth sample of the second rack from the beginning of the working
day.

G) Sample number. ID: identification number of the current sample, not more than 20
characters.

H) Sample Status: shows the status of the current sample.

I) Type of sample: indicates the type of sample (patient sample and quality control

materials)
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K) Rack information sheet: displays the information of the current rack compartment.

6.1 The position of the reagent

To carry out testing using the medical device "Automatic Coagulometer "Technology
Solution 60" for its intended purpose, it is necessary to use the medical devices specified in
paragraph 1.7 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 in the reagent tripod. Both reagents and the washing solution, diluents and
buffers (paragraph 1.7 of this manual) are placed in the reagent stand, each of which has a
different color indication.

The procedure for identifying the reagent on board the analyzer is performed in two
ways: manually and automatically (clause 6.4 of this manual).

6.1.1 Setting the position of the reagent
In the "Test" menu, click the Reagent button to enter the reagent position parameters.
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Picture 6-2. Reagent Position Settings

To install the required reagent, you need to select the required reagent in the list on the
right, then the position on the reagents tripod.
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In the reagent position settings menu, you can set the position of the reagent required

in the test parameters of each group.

The setup process:

1) Select List 1, after which all reagents required for the tests in this list will be
displayed in the list of required reagents on the right side of the screen.

2) Select a reagent from the list of required reagents, and select the position in which
it should be placed, after which this position will be highlighted in different colors
depending on the type of reagent.

3) Click the Delete button and select the reagent item you want to clean. After that,
this position will be highlighted in gray, indicating that the operation has been
completed successfully. Click the Delete All button to clear all current reagent
positions.

4) Click the Test button, after which the test parameters of this worksheet will be
displayed in the list of test parameters on the right side of the screen.

5) Select List 2/ List 3, and repeat steps 1-4.

© If a sample cuvette is used, it is necessary to select this type as the cuvette for
samples after selecting the reagent position, and then press the Select Capacity
button.

Automatic identification of the reagent (barcode scanning)

If there is an external barcode scanner, it is possible to identify the reagent
automatically. To do this, enter the "Reagent" menu from the "Analysis" menu. With an
external barcode scanner, scan the barcode located on the label of the reagent bottle, and
then select the desired position in the menu by pressing. When the function of scanning
reagent barcodes to install reagents is enabled, the ability to manually install reagents is
blocked.

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. To replace the reagent, you need to press the "Suspend test"
button, then wait for the message that the work is suspended and replace the reagent.
Then click the "Start" button and the analyzer will continue working from the moment
when it was suspended.

6.1.2 Choose the list.
Select the current list to test a test for a group of tests on this sheet (up to 10 tests).

Final operation:
1) Select the current list. Select a worksheet and click Save.

6.2 Reactionary block

The reaction block is designed to set up information about the patient's sample, such as:
type of sample, tests performed, type of sample container, and so on.
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6.2.1 Information of the reactionary block

In the “Test” menu, click the Reaction Block button to enter the corresponding settings
menu.

Pucynok 6-3. Hactpoiiku peakuyonHoro Gnoka

A) System Test Status: Displays the status of the current system test (normal testing or
urgent sample mode).

B) List: displays the name of the active list.

B) Type of sample: shows information about the patient's sample (green color), urgent
sample mode (red color) and quality control materials (yetlow).

D) Reaction unit: there are a total of three racks in the apparatus, each of which can
hold 9 samples. Serial number: $1-S2-S3.

E) Parameters list: includes a list of all tested parameters of the current list (for more
details on the list settings and the selection of the required list and the corresponding reagent
position, see clauses 4.2 and 5.1).

E) Combined list: includes all combined test settings in the current list (for more
details, see paragraph 4.2). The combined list should contain no more than 10 parameters. It
serves to avoid repetition of operations, and also effectively accelerates the work of the
reaction unit.

G) Selection of a list of tests: the choice of tests for which a specific sample should be
examined.
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H) Rack number: shows the number of the current sample holder. Each such number
changes daily and is not repeated. For example, 002-05 means the number of the fifth
sample of the second rack.

I) Type of sample: indicates the type of sample, including the sample of the individual
patient and quality control materials.

K) Sample number. ID: identification number of the current sample, not more than 20
characters.

L) Type tubes for sample storage.

6.2.2 Settings of the reactionary block

The setup process:

1) In the Reaction Block tab, select a rack for the sample. This sample will be
automatically assigned an identification number displayed on the screen. (The
identification number is assigned according to the principle year + month + day +
holder number. For example, the number 2018092500203 means September 25,
2018, the third compartment of the second reaction unit).

2) Select the Sample Type tab and select the type of this sample rack.

3) Users can manually change the sample number. However, if the sample number is
already set, it is no longer subject to change.

4) On the Test List tab, select the item you want to add. Click the » Add Item button
and the added item will be displayed in the list of selected tests on the right side of
the screen (for more details see paragraph 5.2).

5) Inthe Combined List tab, select the group you want to add. Click » Add group
and all test parameters of this group will be displayed in the list of selected tests on
the right side of the screen (for more details see paragraph 5.2).

6) In the Selected tests list tab. select the item to be deleted, click <Single delete to
delete the selected item.

7) Click « Delete All to delete the entire list of tests.

8) Click Save to save the current settings.

9) To enter information for the other reaction chamber, repeat steps | through 8.

0) Select a rack with a sample, press the Delete button to remove all information from
this rack.

1) Press the Exit button to exit the current menu and return to the “Test” menu. This
menu will display information about all current samples that are in the reaction
block, information about which was successfully entered.

6.3 Testofsample

6.3.1 Preparation for a research

1)  Select the list list and the position of the reagent.

2) Enter the sample information.

3) Check to see ifthe position ofthe reagent matches the settings of the worksheet.
4)  Ensure a sufficient amount of reagent.

5) Make sure there are enough cuvettes for testing.

6) Check that the waste container is empty.
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7) Check the contents of the cleaning tank. If it is empty, please fill.

6.3.2 Barcode scanning (if a scanner is available)

To identify and safely combine medical devices (reagents), it is required to scan the
barcode applied to each reagent vial.

In the analysis menu, click the "Tripod" button, in the window that opens, See Figure 6-
4, select the tripod that contains the samples intended for identification. Then click the
“Start” button.

Picture 6-4. Choosing a tripod for scanning barcode samples

After the "Scan” symbol appears (Fig. 6-5), start sliding the tripod into the device. The
scanner will sequentially scan all the installed samples in the tripod. After the scan is
completed, all the read sampie IDs will be displayed in the list of entered patients.

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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Picture 6-4. Sample barcode scanning procedure

6.3.3 Sample collection
1) Sample collection.
It is necessary to take a venous blood sample. A mixture of venous blood with an

anticoagulant in a ratio of 9:1, place a test tube containing 3.8% or 3.2% sodium citrate, then
carefully turn it over 10 times to avoid the resulting mixture of clots and bubbles.

2) Disposal of failed samples

All samples containing hemolysis, clots, and other samples unsuitable for further use
should be disposed of in accordance with the rules for the disposal of medical waste.

3) Preparation for the test

After taking the sample, it is necessary to separate the plasma as quickly as possible
(within 60 minutes), for which the blood is centrifuged at 1200-1600 g for 15 minutes to
separate the plasma and shaped elements.

6.3.4 Explanation of the research process

1) The test unit consists of three tripods. (S1-S2-S3). The sample test will be carried out
by taking a tripod with samples for an executable module, that is, carried out in the
appropriate order S1-S2-S3 (9 samples each).

2) During the testing of the sample of block SI. it will be in the "closed" status, and the
other two blocks in the "open" status (the "closed" status means that this tripod with samples
has already been sent for testing and users have no opportunity to add additional samples to
this tripod; the "open™ status says that there is such a possibility).

3) Operations with samples in the block with the status "open".

» Changing sample information: Changing the entered data about the tripod with
samples.

 Additional sample: adding a sample to a free position.
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« Urgent sample installation: Urgent sample can be sent for testing first. Ifthe placement
of samples in the tripod has already been established, the samples for routine testing can be
replaced with an urgent sample. If no sample locations have been set, enter the missing data.

Testing procedure

Before starting the testing, it is necessary to perform the preparatory work described in
paragraph 3.1 ofthis manual.

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 sampler.

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. If
the analyzer is connected to the LIS, then it is necessary to scan barcodes. After successfully
scanning the barcodes, press the "LIS™ button in the interface to get the task from the LIS
database.

4. After all samples have been installed and methods have been obtained or set for them,
it is necessary to click the "Start" button located in the lower left corner of the "Analysis"
menu.

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 a separate window on the screen.
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
1.7 of this manual).

For the rules for performing repeated measurements, see paragraph 6.3.5. of this manual.

6.3.5 Test Flow Settings
1 In the "Test" menu, press the Start button to start the test and enter the initial position
ofthe cuvette.
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Picture 6-6. Choosing the starting position of the ditch
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2) After selecting the starting position of the cuvette, a window will appear on the screen
with the inscription; "Please confirm that the cuvettes / reagents/ samples are placed
correctly." After confirmation, you can start testing.

3) The system will take the cuvettes to start the test. Click the Confirm button to exit their
current menu and return to the "Test" menu. The testing interface will appear, and the frame
with the sample Sl is in the "Locked" st:al_te (it tur.qal_‘d_qurgray).l

ncmeecvsaunND oy L rew

4) In the "Test" menu, click the Daily Test button in the upper right part of the screen,
after which a list of available functions will appear.

5) Click the Add Sample or Add Urgent Sample button to enter the settings of the
reaction unit (for more information, see paragraph 6.2).
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Picture 6-9. Sample settings during the test.
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Note: I fthe block with samples is in the "closed" status, it is coloredgray on the screen,
you can save the block settings only in the "open" status.

6) Press the Pause Test button to pause the current test. After pressing this button, all tests
will be stopped at the end of the current cycle.

7) In order to view information about the location of samples in the tripod, select a
sample entry from the information list of samples in the tripod in the "Test" menu, click the
Browse button to display a list of tripods with samples on the screen.
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Picture 6-10. Test status

A) Test: shows the test parameter in the test stand.

B) Test Status: shows the status of the test parameter, where R is test readiness, 1 is
incubation, T is the testing process and F is the end of testing.

B) S/ OD: Shows test results, time or OD rates.

%, R, INR, DFbg: the result is automatically calculated based on current measurements.

D) Information: displays prompts about the test status for the test parameter.

D) Cancel: Return to the rack information sheet with samples.

E) Curve: Displays the reaction curve of this analysis.

G) Printing: printing the results of a specific sample.

H) Infonnation sheet of the sample compartment. Displays the current rack sample
information.

8) Editing basic patient information. Click the Details button to enter the patient
master data menu.
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Picture 6-11. Editing patient data

9) After testing is completed, you can restart the parameters of any sample
compartment. Click the Reaction Block button to enter the corresponding menu and select

the test for which you want to retest.
10) Select a rack with a sample and click the Retest button to repeat the selected test.
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Picture 6-12. Choosing a test to repeat

Assign a test for retesting, click Retesting to exit the current menu and return to the
"Analysis" menu, then click Start to start testing.

Select the item for retesting, press the Retest button to exit the current menu and return to
the "Test" menu, then press the Start button to start testing.
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Note: Reagents, materials for quality control, as well as the necessary standard
materials should be used strictly before the expiration date.
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Chapter 7 Quality control

The automatic coagulometer "Technology Solution 60" can display 365 quality control
points. With the possibility of simultaneous storage of 12 types of control materials, 27
preset parameters for quality control, as well as 33 programmable parameters for each type
of quality control.

In the main menu, click the Quality Control button to select the control parameter:

CDLU CDH |

cdcdciieieje.
IH CDW n CD
CDCDCDEDCDHD

Picture 7-1. Quality Control Options

Select a specific item to see the selection window of the quality control document.

Picture 7-2. QC document selection window
7.1 Parameters of Materials of Quality control

Select a quality control document, click the Quality Control Materials button to see
the required settings and parameters.
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Picture 7-3. Quality Control Material Parameters

The parameters ofthe Quality Control Materials include:
The name of the control material
¢ Batch number: batch number of control material
¢ Quality control level: the Level of quality control materials is divided into Low.
Medium and High.
¢  Expiration date: means the date by which the materials can be used. Ifthe expiry date
of quality control materials has expired, the name of these materials will not be
displayed in the quality control information list.
Click the Save button to save the quality control settings.
Click Cancel to return to the window for selecting a quality control document.

7.2 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.

7.3 Quality Control Charts (Levi Jennings Charts)
Select a quality control document and click the Quality Control Schedule button to enter

the corresponding menu
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Picture 7-4. Quality Control Graph

A) Quality Control Test: displays the relevant parameters.

B) Quality Control Material: shows the name of the control material.

C) Quality Control Level: The level of quality control materials is divided into low.
medium and high.

D) Party: the series number of the control material.

D) Expiration Date: Shows the expiration date of the materials.

E) SD: Standard Deviations

G) Value: Value

H) CV:CV level

K) Quality Control Data: a review of the control data.

L) Note: notes on the implementation of QC

The KK table shows the calculation of averages, SD (mean square deviation) and CV
{%) (coefficient of variation) of Levi-Jentvmgs maps, on which the measurement results of
control materials are applied daily or from ~ies to series. Such graphs are constructed for
each test and for each level of control material

7.4 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 reiected when 1 control measurement in the group exceeds the average +2s,

and the other exceeds the average -2s;
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* 4/ls are rejected when 4 consecutive control measurements exceed the same mean +1s
or the same mean -1Is ofthe control limit;
« * 10 Xdeviate when 10 consecutive control measurements fall on one side of the mean.

7.5 Setting quality control parameters
Select the quality control option and click the Quality Control Settings button to enter the
corresponding menu:
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Picture 7-5 Quality Control Settings

Quality Control options include the following items:

¢ Quality Control Test: displays a test whose parameters are monitored.
¢ Number of repetitions: means the number of repetitions of the quality control test.
¢ Type of Quality Control: By Type of Quality Control can be divided into%, R, INR and

dFIB.

¢ Internal control: Defines acceptable quality control limits, includes a control limit and
multi-standard Quality Control.

¢ Press the Exit button to return to the Quality Control Schedule menu.

7.6 Quality Control Limits

The limits of quality control can be divided into control limit and multi-standard
quality control.

1) For QC limits, it is necessary to set certain parameters. If during the quality
control test results exceed the specified values, an alarm will be generated.
> Upper Limit: The QC data exceeds the upper limit.
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Top indicator: QC data exceeding these norms.
Target Value: Quality Control Average

V Lower score: QC data outside the normal range.
Lower limit: QC data outside the lower limit.
2) For multi-standard quality control, the following settings must be made.:

> Target Value: The average value for quality control.

> Standard deviation: The standard deviation of QC.
Excess + 2SD once: If QC data exceeds + 2SD, the system will automatically
issue a warning that quality control is out of limits.

> [Excess = 3SD once: if the QC data exceeds + 3SD, the system will automatically
issue a warning that quality control is out of limits.

> Excess of £ 2SD twice: If the QC data exceeds + 2SD by two times, the system
will automatically issue a warning that quality control is out of limits.

> [Excess £ 2SD four times: If the QC data exceeds + 2SD four times, the system
will automatically warn you that quality control is out of limits.
Excess + 2SD twice in one group: Ifthe QC data exceeds + 2SD. the system will
automatically issue a warning that quality control is out of limits.

> Excess or underestimate of results by 10 times: ifthe QC data exceeds or gives too
low a result, the system will automatically issue a warning that quality control is
out of the set limits.

Conducting quality control:
> Place the control sample on a rack.
> Register the QC number of the sample.
> Register the parameters to be analyzed.
Y Press the “Start” button.
The analyzed data will automatically be saved in the QC-file.

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

93



Chapter 8 Calibration

In the main menu, press the Calibrate button to select the test to be calibrated:
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Picture 8-1. Calibration Parameters

Select a test to enter the calibration graph menu.
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Picture 8-2. Calibration Graphics Menu

A) Calibrated test: Shows the name of the test being calibrated.

B) Type of calculated parameter: subdivided into% (concentration), R. INR and dFIB.

B) Calibration methods: there are a total of four methods: non-linear regression, linear
regression, double logarithmic regression, double non-linear logarithmic regression.

D) Calibration mode: manual (calibration with manual dilution), automatic (calibration
with automatic dilution).

D) Date and time of calibration.
E) CV%: When recalibrating, the system automatically calculates the CV%.

G) List of calibration points: there are a total of 6 calibration results with different levels

of dilution.
H) Calibration curve: shows the response curve of each measured parameter.

1) Recalibration Data List: contains data requiring recalibration.
K) information on the reagent: contains all the parameters of the reagent (time, batch

number, expiration date, etc.)

8.1 Setting of calibration parameters

In the calibration schedule menu, click the Calibration Settings button to enter the
corresponding menu.
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Picture 8-3 Calibration Settings

A) Estimated parameter 1:% activity in percent
B) Calculated parameter 2: ratio (PT ratio)
PTratio=
average value PT
t= Actual sample clotting time PT,
Average PT = average PT of a normal patient.
C) Estimated parameter 3: INR international normalized ratio

MHO =(PT ratioy™

ISI (MWY) = International Sensitivity Index, as determined by manufacturers of
thromboplastin reagent.

D) Calculated parameter 4: Dfib (PT derivative FIB, calculated fibrinogen).

E) Normal value: normal PT value (patient's normal PT value).

F) Decimal point.

G) Calibration method: there are a total of four methods: non-linear regression, linear
regression, double logarithmic regression, double non-linear logarithmic regression.

J) ISI: International Sensitivity Index determined by manufacturers of thromboplastin
reagent.

Click the Save button to save the calibration settings.

Click Back to return to the calibration schedule menu.
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8.2 Manual entry

In the Calibration Curve menu, click on the “Manual Input™*tab to manually enter the
data for calibration.
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Picture 8-4. Manual entry of calibration data

The setup process:

1) In the Calibration Number pop-up window, select the appropriate number of
calibration points (up to 6 calibration values).

2) Click on the list that appears to see a pop-up window for entering values.

liy0

Picture 8-5. Data input
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3) Enter the number and press the button to move the cursor to the left, press the
Clear button to delete the entered data, press the Cancel button to exit the current
menu.

4)  Press the OK button to save the changes and exit the current menu.

5) To fill inall calibration data, repeat steps 2-4.

6) Click on the “Graph” tab to display the curve according to the manually entered
data.

7) Click the Save Graph button to accept the current curve plot as the last calibration
curve.

8) Click the Exit button to return to the calibration graph menu.

8.3 Calibration test

In the calibration graph menu, click the Calibration Test button to enter the
corresponding menu:
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Picture 8-6. Calibration Test

A) Calibrated test: calibrated test.

B) Type of calculated parameter: divided by% (concentration), R, INR and dFIB.

B) Calibration methods: there are four calibration methods in total: non-linear regression,
linear regression, double logarithmic regression, double non-linear logarithmic regression.

D) Time and date of calibration.

E) Concentration of standard material: more details in the reagent manual.
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E) Dilution point number: refers to the number of calibration points.

G) List of dilution factors for each group: dilution concentration factor.

H) List of concentrations for each gradient: the system automatically calculates the
concentration according to the concentration of the standard material and the corresponding
dilution ratio.

1) A list of test runs: the number of times the test calibration point was repeated.

K) List of dilution factors: the system has many dilution factors.

L) Automatic dilution and manual dilution (automatic calibration with pre-calibrated
calibrators).

M) Reagent position: select test list and set reagent position.

8.3.1 Preparation for calibration

Preparation:

D
2)
3)
4)
5)
6)
7)

8)

Select the test list and reagent position for which you want to calibrate.

Check the compatibility of the reagent position and worksheet settings.

Verify the appropriate amount of reagent.

Ensure that the reaction cells are suitable for operation.

Check that the waste container is not filled.

Check whether it is necessary to fill the tank for cleaning.

Automatic calibration dilution: the calibration plasma is placed in the first cell of
the SI rack.

Manual calibration dilution: the prepared calibration plasma will be placed in
support Sl in cells one through six.

8.3.2 Automatic calibration dilution

The setup process:

1)

2)
3)

4)

5)

6)
7)
8)
9)

In the Concentration Standard Material window, enter the appropriate
concentration.

In the List of Dilution Factors window, select the required coefficient (if
necessary, the user can add and remove coefficients on his own).

Based on the selected dilution factor, the system will automatically apply this
factor for each calibration point that will be displayed in the list.

Based on the ratios of concentration, standard material and dilution factor, the
system will automatically calculate the concentration that will be displayed in the
concentration list of each calibration point.

Click the Test Number tab to see a pop-up window for entering values. Click OK
to save the changes and exit the current menu.

Repeat step # 5 to enter all stages of the test.

Calibration plasma is placed in the first cell of rack SI.

Click the Start button to start testing.

Upon completion of the test, the calibration graph automatically appears on the
screen.

10) Click the Exit button to return to the calibration graph menu.
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8.3.3 Manual calibration dilution
Setup process

1)
2)
3)
4)

3)
6)

N
8)

9)

Select manual dilution.

Select the number of calibrator standards.

In the Concentration tab of the Standard Material, enter the appropriate
concentration of the standard material.

Select the list of test points number to see a pop-up window for entering data, click
the OK button to save the changes and exit the current menu.

Repeat step 5 to enter all test numbers.

The prepared calibration plasma is placed in the cells of the strut of unit S1 in the
first through the sixth.

Click the Start button to start testing.

Afiter testing is completed, the calibration graph will automaticaily display on the
screen.

Click the Exit button to return to the calibration graph menu.

8.4 Printing of calibration data

In the calibration graph menu, press the Print button to print the calibration results.
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Chapter 9 Analytical characteristics

9.1 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.

9.2 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.

9.3 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 ofthis manual.

9.4 Influence of interferents.

The measurement process in the presence of various interferents is specified in the
operating instructions of the corresponding set of reagents, including those specified in
paragraph 1.7 of this manual.

9.5 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.

9.6 Available reference materials.

Reference materials may be control plasmas for the appropriate methods of analysis,
including those specified in paragraph 1.7 ofthis manual.
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Chapter 10 History of data

To view the data history, there are two types of query: query by test and query by patient.

Picture 9-1. Request mode
10.1 Inquiry according to the test

Click "By test" and the button "Query" to display a list of results of the query by test.
im. 1 vm i &
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Picture 9-2. Test Request
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The patient information database can contain up to 1000 data points.

10.1.1 Information request according to the test
In the test results menu for the test, click the Request button to see the query window for
the test parameter:
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Picture 9-3. Request information on the test parameter

1) Select the requested parameter in the test parameter pop-up window.
2) Set the terms of the request. Select "Data Range" to define the query range. Select

Result Range to determine the appropriate range.
3) Click the Request button to confirm or the Cancel button to exit the current menu.

10.1.2 Deleting of test results

In the results menu of the query parameters there are the following deletions:
> Delete one record: you need to select one record, and then click Delete to delete the

selected item.
> Delete multiple entries: hold down the Ctrl button and select multiple entries at the

same time, then click the Delete button.
> Delete all entries: Select “Delete All”, then click the Delete button.
10.1.3 Printing of information on test parameter

In the results menu of an information query, the following operations exist for printing
information:

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



>  Print one record: select one record and click the Print button to print the selected

record.
> Printing multiple entries: hold down the Cirl key and select multiple entries at the

same time, then click Print.
>  Print All Records: Select “Print All” and dick Print.

10.2 Inquiry on the patient

Select By Patient and click the Request button to view the patient information sheet.
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10.2.1 Query of the patient
In the patient information menu, click the Request button to see the patient information
request window.
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Picture 9-5. Patient request

The setup process:

1)  Set the query range.

2) Select the query terms, such as name, gender, age, separation, diagnosis, sample
number, and so on.

3) Click the Request button or the Cancel button to exit the current menu..

10.2.2 Change of information of the patient
In the patient information menu, click the Edit button to edit the master data:

Lu

Picture 9-6. Entering Patient Data
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You can select the patient’s gender, separation, diagnosis, and other information from
the system database pop-up list. When you finish entering the information, click OK to save or
Cancel to cancel the changes.

10.2.3 Viewing of results

After selecting a specific patient, click the View button to see the corresponding window
in which the test results for all parameters will be displayed.

Am ad

Picture 9-7. View Results

In the patient information results menu, click on any column of your choice to sort all
the records in ascending or descending order. The screen will display the or A" icons
immediately after the name of the current column. If the number of patients is large, sorting
may take some time..

10.2.4 Deleting a patient record

>  Delete one record: you need to select one record, and then click the Delete button to
delete the selected item.

>  Delete multiple entries: hold down the Ctrl button and select several entries at the
same time, then click the Delete button
Delete all entries: Select “Delete AL, then click the Delete button.

10.2.5 Print the patient's record
In the results menu of an information query, the following operations exist for printing

information:
>  Print one record: select one record and click the Print button to print the selected
record.
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>  Printing multiple entries: hold down the Ctrl button, select multiple entries at the
same time, and then click the print button.
V  Print All Records: Select “Print All” and click Print.
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Chapter 11 Switching off of a system
After testing is completed, the system should be shut down correctly. To do this,

press the Shutdown button in the main menu, after which the exit menu appears on the
screen.

Conw

Picture 10-1. System shutdown

Click the Shut down button to enter the login menu.

Click the Logout button so that the system automatically saves all changes and
disconnects. After that, you must turn off the power.

Press the Back button to return to the main menu.

Note: It is recommended to store important information on a CD or any other
digital media.
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Chapter 12 Device maintenance
12.1 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 manipalations related to the cleaning of sample probes and reagents, mechanical
guides should be carried out only when the device is switched off?11.1 Routine maintenance

12.1.1 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 distilled water container is
filled, then perform the "Long-term washing" procedure.

* Turmn off the power of the device.

* 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 liquids in accordance with SanPIN 2.1,.3684-21 "Sanitary and
epidemiological requirements for the maintenance of urban and rural settlements, water
bodies, drinking water and drinking water supply, atmospheric air, soils, residential premises,
operation of industrial, public premises, organization and conduct of sanitary and anti-
epidemic (preventive} events"

12.1.2 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.

12.1.3 Performing 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
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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.

12.2 Maintenance of the device carried out by specialists

This model ofthe 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

12.3 Replacing the paper of the built-in printer
The built-in printer is located in the lower right part of the device.
1) Push the rubber roller away. Pay attention to the temperature so as not to get burned.

2) Place a new roll of paper.
3) While holding the edge of the paper, press it down with a roller.

4) Close the printer cover.
12.4 Adding a washing solution
1) Upon completion of testing, it is necessary to turn the lid of the container with the

washing solution counterclockwise.
2) Add new ligquid to the container.
3) Close the lid tightly.
12.5 Replacing the fuse

rhe fuse is located next to the power switch to the left of the device. There are two fuses for

each device.

1) Turn off the power.
2) Unscrew the fuse clip with a screwdriver counterclockwise.

3) Replace with a new fuse type 5A 250 V.
4) Place the clamp in the fuse hole.

Warning: Only a fuse ofthe specified type should he used.

Fuse clip

Picture 11-1. Fuse replacement
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12.6 Software update

The automatic coagulometer "Technology Solution 60" uses software version V1.0r, update
date 01.2019. If a new version of the software is released, the update is carried out by
qualified specialists of the authorized representative in the Russian Federation of
Laboratory Solutions LLC.
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Chapter 13 System mistakes and their elimination

This Chapter describes common machine system errors and how to troubleshoot them. If
you can not fix the problem yourself, please contact the service center of "Laboratory solutions”.

Error

1) The machine does not
start

2) Error loading program

3) The printer does not
start

4) The printer does not
print data

5) There is no liquid in

the tank to clean

6 ) Liquid is poured out of
the cleaning container

7) Error re-analysis.

8) The volume of liquid
taken by the sampling
needle is not the same

9) Quality Control is
beyond the established
standards.

10) Bubbles in the
injector

11) Contaminated probe
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Elimination

Check the fuse
Check the voltage

Turn off the machine and restart after 10 seconds

Check the on/off button position.
Check the fuse

Check the connection.

Check for leaks capacity to clean
Check the pump for correct operation
Check the perfusion hose

Check for leaks capacity to clean
Check the pump for correct operation
Check the perfusion hose

Reaction vessel contaminated

The volume of the reaction fluid is less than 150 ul
Check whether the reagent is sufficient.

Check if the sample is sufficient

Poor connection to the line signal

Reaction liquid contaminated

Expired shelf life of the reagent

Check if the needle is installed correctly

Check if the test material has expired.

Check if you need to adjust the settings

Retest using a different method

Check the incubation temperature and retest with a new
solution

Make sure the piston is closed to prevent leakage. Check
the hose connection

The probe is installed incorrectly, which contributes to
leakage

Clean the probe or replace with a new one

Make sure there is no liquid residue on the probe
Make sure the cleaning fluid is not dirty



Install dual flushing in the system settings

12) Incubation chamber
is not heated

Check the temperature settings, set the temperature
parameter to 37 °C.

13) Liquid leakage from
the machine

Check for a hose in the waste container
The waste container is overfilled

2. Symbol description

Sign of the period of use of environmental protection

Meaning of the sign: the Electronic information product contains certain toxic / dangerous

substances, the period of use of which is 20 years. You can use it during this period. When this period

expires, the product must enter the recycling system.
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Chapter 14. Packing, storage, transportation

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

Inside the box, the device is surrounded on all sides by foam polymer pads. Also, the strip
of foamed polymer must be located inside the analyzer, protecting compartments for reagents
and samples, and blocks of the sample taker and node capture ditch. The straps mechanisms
move the blocks of the sample taker and the host capturing a ditch must be wrapped with
polymer clips to prevent accidental displacement of nodes.

Store the product in dry rooms at a temperature from - 20 °C to

+ 55 7 C and relative humidity *85 %

Protect from moisture.

Avoid healing or storage in direct sunlight.

The research room must have an operating temperature of + 10 ° C to +30 ° C and a

relative humidity of 770 %

If the appliance has cooled down during transport, please wait until it is heated to room
temperature before turning it on.

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

It is allowed to transport all types of vehicles in covered vehicles in accordance with the
rules of transport, applicable to transport of this type at a temperature of- 20 ICto+55 "' Cand
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 way of packing of transport container with products shall exclude possibility of their
movement.
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Chapter 15. Manufacturer's guarantees

The service life of the device is § years.

An authorized representative in the Russian Federation, Laboratory Solutions LLC,
provides a warranty period of operation of the device for 3 years 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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YTBE

«

PyKOBOZCTBO N0 3KcnyaTal

ABTOomMaTnyecknin koarynometp «Technology Solution 60»

Bepcus: 2.0. O6LECTBO C OrpaHNUYEHHO OTBETCTBEHHOCTLIO «J/1labopaTOpHbIE PeLLeHNUs».
656037, Poccusa, r. bapHayn, np. KanvHuHa, 116/10, oduc 108, 1. 8-800-551-61-71,
www.labsolution.ru. www.na6-DelleHne.D®. sales@ lab-solution.ru.
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Kak nonb3oBatbca AaHHbIM PYKOBOACTBOM

Bnarogapum Bac 3a TO, 4yTo Bbl cTanu o6nagatenem aBTOMATUYECKOrO KoarynomeTpa
«Technology Solution 60»! Mpexae, yemM NPUCTYNUTL K 3KCMayaTaumn npubopa, noxanyincra,
BHMMaTE/IbHO NpoYnTaiiTe MHCTPYKLMIO.

[na JOCTMXEeHWA ONTUMaNbHOro pesynbTata HeOOXOAMMO XOPOLIO O03HAKOMUTLCH C
MPUHLMUMNOM paboTbl 060pYL0BaHMA NPEXe, YeM MPUCTYNAaTb K KNVMHUYECKUM UCC/IEA0BaHUAM.

B faHHON MHCTpYKUUK ByayT npefcTaBieHbl CBeAeHUS 06 MHCTaNIALuun, eXxegHEBHOM
NCMONb30BaHMKN,  OOCMY)XMBAHUM M MPOYMX acnekrax paboTbl C  aBTOMATUYECKUM
koarynometpom «Technology Solution 60x».

Pasnnums B PYHKLMAX 3aBUCAT OT Bepcum KoHwurypauum mogenu. CoxpaHsiite
BCE YMakKoBOYHble MaTepuabl - OHWU HY>XHbl 419 XpPaHEHUSA U TPAHCMOPTUPOBKN.

Mo BCeM TexXHWYecKMM BorMpocam npocbba obpawarbcid K ABTOPM30BAHHOMY
npeactasutento B P OO0 «J/labopaTOpHbIE PELUEHNS».

Mpeaynpe>kaeHue: B cnydae, ecnbl Bbl UTHOPUPYeTe 3T¥ Mepbl NPefoCTOPOXKHOCTU
npu paboTe C aHaNMWITOPOM, 3TO MOXKET TMNPUBECTU K UCKA>KEHUIO pe3ynbTaToB
aHanusa, NoBpe>K/eHNo feTaneil aHanusaTopa 1 Aa>ke BO3HUKHOBEHUIO Yrpo3bl 340P0OBbIO
onepaTopa.

Mepbl NPeA0CTOPOXKHOCTK:

MpumedyaHne:  Mpu6op  WCMOMb3yeTCs AN KAWHUYECKWX  UCCNefoBaHuii.
KnnHWYeckuiA  AMarHo3, OCHOBaHHbLI Ha pe3ynbTaTax aHanusa, [Aon.leH 6biTb
OCYLIEeCTB/NEH BPAYOM B COOTBETCTBUM C KTUHNYECKAMI CUMNTO.MaMN 1 PAAOM APYrux
pesynbTaToB.

YBegomneHue

O6LLeCTBO C OrpaHMYeHHOW OTBETCTBEHHOCTbI «J/1abopaTOpHble peLleHus» OCTaBNseT
3a co60in nocnegHee Npaso A5 BHeCeELV/IA 3MeHeHMA B PyKOBOACTBO MO 3KCNyaTauuu.

WnnocTpauun, cogepxxawimecs B HacTOAWEM PYKOBOACTBE, MPMBELEHbI B KayecTBe
NPYMEPOB, OHWM MOTYT He COOTBETCTBOBATb M3LE/NNI0 B peajibHOM MCNOAHeHUKW. nnocTpaymm
He npefHa3HayeHbl 419 UCMO0/b30BaHUA B ApYyrnx Lensx. bes nucbmeHHoro paspeweHus OO0
«JlabopaTopHble pelleHWs»  3anpeliaeTcs  BOCMPOM3BEAEHME, W3MEHEHME  HaCTOSLLEro
PYKOBO/CTBA.

Mpon3BoAnTENb HECET OTBETCTBEHHOCTL 3a 6€30MacHOCTb, HAAEXHOCTb U CTabWUNbHOCTb
paboThl U3Aenns TONbKO NPW YCNOBUM COBMOAEHNS HUXKEMNEPEUNCIEHHbIX TPEOOBaHMWIA:

. COOpKy, MOBTOPHYH Hanagky, AOpPaboTKy W PeMOHT [O/DKHbI OCYLLECTBAATH

nmua, MMerolme AedCTBYHOLWNIA cepTUdUKAT LOMyCKa MNPOM3BOAMTENA HA AAHHYK MOfENb

npnéopa;

. aKcnnyaTtaums u3genunsa LO/XKHa OCYLLEeCTBAATLCA B COOTBETCTBMMU C HACTOALLMM
PYKOBO/CTBOM,;

. BCE 3NEeKTPUYECKMe YCTPOWCTBa, MCMNOMb3yeMble COBMECTHO C NpMGOpoM

AO/DKHbI COOTBETCTBOBATb Tpe6OBaHI/I‘r'|M MeXayHapoAHbIX CTaHA4apTOB.
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IIpumeuanne

K pabore ¢ npuGopoM JAONRycKaloTca CneuUanucTel B OGMACTH  MeAMUMHCKHX
naCopaToOpHBIX HCCISNOBAHHH: ceUHanbHO OOYYeHHBIC BpayM KJMHHM4YecKo# gaGopaTopHoit
AMBTHOCTHKH,  MEAHUMHCKHE  TeXHONOrH,  denbiawepl-nabopaHThl  (MeAHUMHCKHE
naGopaTopHble TEXHHKYH), Na00PAHTHI.

Brumanne

Ecnu noab3oBaTeNb He MOXKET O0eCeHHTs HAANEKALLYIO IKCTINYAaTALHIO O6CTY)KHBAHHKE,
npuGop MOXKET BLIHTH H3 CTPOS H AaXKe NPERCTABIATH YIPo3y 3A0POBbIO NMONb30BATENA.

Cneayer obecneunts 3KCryaraumio npubopa B YCNOBHAX, YKA3aHHBIX B JAAHHOM
pykoBoAcTBe. B nporueHOM ciyuae BOo3MOXHLI cOou B pabore npubopa, HcKakeHHe
pe3yNbTATOR aHAIM3A, NOBPEKACHHE AeTaleil aHANU3aTOpa H TPABMBL.
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CUMBO/bI Ha YyNaKOBKE:
OrpaHuueHne TeMnepartypbi

TpaHCcrnopTHas YynakoBKa [A0/DKHAa COoAepXXaTbCs B pamKax fAaHHOro
TeMnepaTypHOro pexuma.

Xpynkoe, o6palatbcs OCTOPOXHO. MeANLMHCKOE M3fenne MOXET 6bITh

. C/IOMaHO W/ NOBPEXAEHO, eCM C HUM He 06paLlaTbCs OCTOPOXHO

Bepx

TpaHCnopTHas YNakoBKa [O/DKHA HaxO4UTbCA YKa3aHHON CTOPOHOM
t t BBEPX

bepeub oT BRarun

YnakoBaHHOE M3feNne YyBCTBUTENIbHO K BO3/ENCTBUIO BNarun

Bepeyb OT NPAIMbIX COTHEYHbIX yyeit

b He katntb
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MakeTbl MapKMpPOBKK aBTOMaTU4YeCcKOro koarynometpa «Technology Solution 60»

TECHNOLOGY
SOLUTION 60
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MPEAOXPAHWNTENDL 5A 250B

BXO4 MEPEMEHHOIO TOKA

I0o
E

MEPEK/TIOYATENb NMNTAHNA

MPEAYNMPEXAEHUNE

A BHUMAHWE!

Bo Bpewms
OBVKEHUA
MaHunynatopa,
urna fosixHa
Haxo;"bcs

B BEPXHEM
NoJI0XeHUN
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MakeTbl MapKMPOBKMN Ha yNnakoBKY

SIZE

IVD

Product: AUTOMATED COAGULATION ANALYZEA

SN

Mepbl NPegoCTOPOXHOCTM U peKoMenganuu no o6ecrnevyeHnto 6e3onacHoCTy

TONbKO N1 AMarHoCTUKK in vitro. BHUMaTenbHO npounTainTe cnegytollee
npegynpexaeHue nepes UCnosib30BaHNEM U CTPOro NpUAepXunBanTech ero

BHumaHue! Mepep akcnnyatamHeH npubopa HEO6X0AMMO BHUMATENbHO
03HaKOMMUTbLCA C NpaBuiamm TEXHUKN 6e30NacHOCTU U HEYKOCHUTENIbHO cobntofath MX.

» Ecm npubop uvcnyckaet 3amax rapyv Win [AbIM, HeMe[J/IeHHO OTK/4uTe
WUCTOYHWUK NUTAHWUA W BbIHbTE BU/KY MUTaHWUA M3 PO3eTKU. Ecnn npofo/mxkutenbHoe
BPEMSA MCMO/Ib30BaTb MNPMOOP B TakOM COCTOAHMMW, BO3HWMKaeT PUCK BO3ropaHus,
MOpaKeHWUs  3NEKTPUYECKUM TOKOM WM MofyyeHus TpaBMmbl. O6paTtuTecb K
ABTOpPU30BaAHHOMY MpeacTaBuTeNto B PO.

* Cnegute 3a TeM, 4TOObl He NPO/IMTb Ha NPUOOP KPOBb WM peareHTbl U He
YPOHUTb B MPUOOP CKOOKM WM CKpenkwu fns Gymar. 3TO MOXET Bbli3BaTb KOPOTKOE
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3aMbiKaHKHe. Eciu 310 npouz0HAeT, HEMEUICHHO OTKAIOMUTE HCTOMHUK MUTAHHA W
BLIHBTE BMIKY TMTAHWS M3 PO3CTKH. 3areM oOparHTech K ABTOPHIOBAHHOMY
npeacTapurento 8 PO,

o Byasre octopoxHm npu paGore ¢ npobamu. OOaA3aTenbHO HCTONb3YHTE
naTeKCHBE CMOTPOBBIE MEPYATKH; B MPOTHBHOM CAYHAe BO3MOXHO 3apaxeHue. Ecnu
npofia nonageT B rnasa WAM MOPE3 Ha Koxke, NpoMolite MecTo KoHTakTa GonswmnM
KOTMYECTBOM BOALI H HEIAMELTHTENLHO oOpaTuTech K Bpavy.

¢ He npukacafitecb K BHYTPEHHMM 4acTaM, koraa npubop paGotaer, B
0COGEHHOCTH K JBHKYLIMUMCR “acTAM, He cOONOACHME 3TOr0 MOMET NPHBECTH K
TpaBMe.

o JlwbGoe kxonmuecTBo  obpasua, MaTepudana  KOHTPOAR  KauecTBa,
KaJIWOpOBOMHONO MaTepHana H T.4. Ha 30HAE ANd 0TOOpa Npol UMEET NOTEHLUANBHYIO
Buonoruyeckylo onacHocts. [Tosromy He npukacaitrecs K 3oy ans otSopa npob.

HcnonsaoBadue N YTHAH3ALWA PEArcHTOB

* B cnyuae KOHTaKTa peakTHBA, COAEPIKALUEro niasMy, ¢ KoeH iy oaexno,
npomoiite GoNbLIMM KOAHYECTBOM YHCTOH BORBI, YTOOB! MPEAOTBPATHTL 3apaKEHHE.

o [Ipy nonazaHMk pearcHTa B rnasa TIUATENBLHO NPOMOATE HX BoAOH W
HelaMeAAHTENbHO 00paTHTECH K Bpauy.

e B cayuae cny4aifHOro NPOrAATHIBAHWA PEANCHTA BHLIIOBHTE PBOTY, BbINMB
00MALHOE KONWYECTBO TENIOI CONEHOMN BOAB, H HE3aMELTHTENLHO OOPATHTECH K Bpayy.

o [Ipu cayualiHOM KOHTAKTE ¢ PEAreHTOM HEMEANECHHO TLUATENLHO NPOMOHTE
KOXY BOJOH.

e PaGotaa ¢ npobaMH WAN peareHTaMM, obs3aTeNIbHO HCNOL3YATE MEPHATKH.
3asepwus paGoTy, BRIMOTE pykH ¢ AC3HHPHUMPYIOUIMM YHCTALUHM CPEACTBOM, YTOOM
NPEACTBPATHTL BO3MOKHOE 3aPAXKCHHE NATOTCHHEIMH U MHLIMK MUKPOOPIaHH3MaMH.

o [lpn 3ameHe peakTHRa NPUMEHARTE MEpPLl MPEAOCTOPOXKHOCTH, HaleBaHTe
AepHaTKH.

Hanpsxenne, TOAKMOUEHHE H 3a3eMIEHHUE HCTOMHUKA NMUTAHURA

o VY0eautech, Y10 MCTOMHHK RWTAHHA M 3aseMAcHHE NpHOOpa HaAEKHH H
YCTONYHBEI.

e He scTapasiiTe BUAKY CETEBOrO LWIHYPA B PO3ETKY, 3HAYCHWE NEPEMEHHOMNO
TOKa, KoTopoif He coorsercTayer 100-240 B. B npoTHBHOM Cllyyae MOXET BOIHMKHYTH
NoXap WK NOPaXKEHHE WEKTPHUECKHM TOKOM.

o [lpu ycranoBke 00A3aTeNLHO HCNONLIYHTE TPEXMUNbHBIA  Kabene,
nocTagnsembliif ¢ npubopoM, obecneybTe Xopotee 3azeMaeHne H nomecTuTe npubop B
MECTO, FAC BBl MOXETE CBOOOAHO OTKAIONHTH NHTaHxe. B NpOTHRHOM Chyyae MOXeET
BO3HUKHYTD N10XKap HIH MOPAKEHUE SNCKTPHHECKHM TOKOM.

¢ He nospexnaiite usonauuontoe nokpurHe kabens. He aepraiire kabenb u xe
noAseitHBaiTe TANKENLIE NPEAMETE ¢ NOMOLILIO Kabena. B npoTHRHOM ciydae MoxeT
BO3HHKHYTb KOPOTKOE 3aMLIKAHHE, YTO MOXCT NPHBECTH K MOPAKEHUIO INEKTPHYECCKHM
TOKOM H BO3rOPaHuIo.

o OrkmouuTe NMUTaHWE Nepel NOAKTIOYeHHEM nepHdepniiHoro obopynosanus.
B npoTMBHOM cnyuae MOXET BOZHHKHYTb MOPAKECHHE DNCKTPUUECKHM TOKOM HJIH
MIOBPEKACHNE CHCTEMBI,
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OrNABNEHWE

CrMBO/IbI Ha YNaKOBKe
CuMBO/bI Ha MapKMUpOBKe

MakeTbl MapKMPOBKM aBTOMATMUeCKOro koarynomeTpa «Technology Solution 60»

MaKkeTbl MapKMPOBKM Ha yMaKoBKYy

Mepbl NPefOCTOPOXKHOCTM N PeKOMEHAaLMK Nno obecrnevyeHunto 6e3onacHoCT

["naBa 1. BBegeHue

11 BeegeHue

111 HavmeHoBaHMe npubopa

1.1.2 OcobeHHOCTH

1.2 KomnoHoBKa 1 CTpyKTypa npubopa
12.1 Cuctema f031poBaHuns
1.2.2 TepmocTatmyeckas cuctema
1.2.3 N3mepuTefibHaa cuctema
1.2.4 CucteMa NpPOMbIBKM
1.2.5 30Ha 3arpy3ku o6pasLoB
1.2.6 30Ha 3arpys3ku peareHToB
1.2.7 KomnbloTepHaa cuctema

1.3 Cihepa npumeHeHUs

1.4 Vismepsiemble napameTpbl

1.5 TexHNYeckune faHHble aHanM3atopa

1.6 . OnNucaHue cocTaBa aBTOMaTMYeCKOro koarynometpa «Technology Solution 60»

1.7. OnucaHne MeSUUMHCKUX U3LeNni, NpeLyCMOTPEHHbIX 415 UCMO/b30BaHUS
B KOMOUHALMM C MEANLMHCKUM U3gennem «ABTOMAaTUYECKMIA KoarynomeTp
«Technology Solution 60»
naBa 2. YCTaHOBKa 1 KanmbpoBKa
2.1 PacnakoBka npuéopa

2.1.1 JOTanbl pacnakoBku

2.1.2 YcnoBua nepeBo3Ku

2.2 Ycnosusa ycTaHOBKW M 3KCnyaTalmm
2.3 TpeboBHanA K UCTOYHUKY 3N1EKTPONUTaHUSA

2.4 MpucoeanHeHne Tpy6bOK

2.5 YcTaHOBKa K/1aBnatypbl 1M MbllLn

2.6 YcTaHOBKa BHELUHero npuHrepa

2.7 Kannbposka npubopa

MnaBa 3. 3anyck

3.1 MNpuroToBneHusa nepes 3anyckom

3.2 Bxopg B cuctemy

3.3 'NaBHOe MeHIo

3.4 ®YHKUMOHANbHBIA MOAY b

"naBa 4. HacTpoiKu TeCTOBbIX NPOTOKO/I0B

10
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4.1 Hactpoitkn napaMeTpos

4.2 [NapaMeTphl METOAA HCCNCAOBAHHA
4.2.1 Koaryasunonanil meroa (ITpouenrHuii MeToa uccneAoBaHHA)
4.2.2 XpoMOTreHHBH MeTOA

4.2.3 UMyHOTYPOUANMETPHHECKHI MeTOA
Cnaea 5. [NapameTput

5.1 [Mapametpbt peareHTa

5.2 Hactpotiku pabouero aucra

5.2.1 Buibop rpynnsi TecTa

5.2.2 Mapametps npoduns

5.3 Ananns c aBTOPUALTPOM

5.4 Undopmauma o JieyeOHOM YHpEXRACHHN
5.5 [lapamerpbl CHCTEMBI

5.6 onoauuTenbHule QyHKUMK

5.6.1 MoHuTOopuHr o0beMa KHAKOCTH peareHTa
5.6.2 AHanu3 ¢ asTOPHILTPOM

5.7 XKypuan

5.8 Otnpagka JaHHbBIX

I'nasa 6. Tect

6.1 lMo3uuma pearexTa

6.1.1 HacTpoiiku no3nuun peareHTa

6.1.2 BriGop cnucka

6.2 Tectrosniit 60K

6.2.1 Undopmauus peakunontoro Gioka
6.2.2 Hactpoiixn peakusoHHoro 6noka

6.3 Tect npobu

6.3.1 IoaroToBKa K HCCNEAOBAHMIO
6.3.2 CxaHuposanue Wipux-koAa (NpH Hanu4UK CKaHepa)

6.3.3 C6op oGpa3zua

6.3.4 OObacHer e npouecca HCCeA0BaHWA

6.3.5 Hactpoiiku TecTOBOTO NOTOKA

Fnasa 7. Kontpons Kavectea

7.1 INapamcTprl MaTepuanos Konrpona Kayecrsa
7.2 Fpadpnxn X

7.3 I'padnkn Konrpons Kauecrsa (I'padpuxu Jlesu Dxennutrca)
7.4 Npasuna Bectrapaa

7.5 Hactpoiika mapaMeTpoB KOHTPONS KayecTra
7.6 Ipenennt Koutpona Kauecrsa

[naga 8. Kanubporka

8.1 Hacrpoiika kanubposouteix napameTpos

8.2 Pyunoit BBoa

1
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8.3 KanmbpoBOYHbIiA TecT

8.3.1 lMoAroToBKa K KannmbpoBke

8.3.2 ABTOMaTUYECKOE KaIMOPOBOYHOE pa3BefeHune
8.3.3 PyuHoe KanmMbpoBO4HOe pa3BefeHue

8.4 TleyaTb KaNMOPOBOYHBIX [AHHbIX
naBa 9. AHaNINTUYECKME XapaKTEPUCTUKM
Mnaea 10. Victopus gaHHbIX

10.1 3anpoc no Tecty

10.1.1 3anpoc nHdopmauuu no Tecty

10.1.2 ¥ paneHue pesynbTaToB TECTUPOBaHNA

10.1.3 MeuaTb MH(OpPMaLUKM NO NapameTpy TecTa

10.2 3anpoc no nayueHTy

10.2.1 NH(hopMaLMOHHbIV 3anpoc nauueHTa

10.2.2 iameHeHWe MHGopMaumy naymeHTa

10.2.3 T1pocmOTp pe3ynibTaToB

10.2.4 ¥ paneHuve 3anucy nauueHTa

10.2.5 lMeyatb 3anucK naymeHTa
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'nasa 1 Beenenne
1.1 Beenenne

1.1.1. HaumenoBanue npubopa
«AsToMarHueckHit koarynomerp «Technology Solution 60».

1.1.2. OcobennocTn

1. Meaunuusckoe uanenne «Asromarndecknif koarynometp «Technology Solution
60» ABNAETCA MOMHOCTHIO ABTOMATHYECKHUM KOAryOMETpOM, KOTOphIH cobupaeTr aaHHbie npob
no NpyHUMAY (OTOINEKTPHUYECKONO0 CEHCOPAa Ha OCHOBE HE(ENOMETPUH, XPOMONEHHOrO
MeToAa M HMMYHOTYpOnaumeTpuu. OR MOXKET ObITh WIMPOKO HCMO/BL30BAH JUIN AHATHOCTHKH
reMOopparHYecknX M TpOMOOTHYECKHX 3a00NeBaHKi, MOHHTOPHHIA W neuebHOro HabmogeHns
3a TPOMOONUTHHECKOH H AHTHKOATYIAHTHOMH TEPANUAMH W T.4.

2. Cozaan Ha ocHose onepauMoHHO# cucrembl Windows XP.

3. Bxnouaer B cefq GyHKUMH aBTOMBTHUHECKONO Pa3BEACHHUA, aBTOMaTHHECKYHO
KanuGpoBKY, a TaKXe ABTOMATHYECKOE OTOODAXKEHWE pe3yNhTATOB TECTa, 4TO HO3BOAAET
COXPaHATbL AMArPAMMbI KATHOPOBKH.

4, Bxmiouaer ¢yHkunio onpeheneHua puGpuHoreHa, 8 T.M. onpeaeneHue
¢pubpurorena moaudprunposarntoii meroauko# Knaycea.

5. Bo3MOXHOCTb XpaHeHHs Gonbioro obbema aannnx: 10000 anarpamm u rouck
no 100000 pesynsTaTam TecTos.

6. Cwucrema noaaepxupaeT uHTEpdeiic ANA UHKEHEPOB C LEABLIO NPOBEACHUA
nepHoanuecKoi KanHOPoBKH MeXaHHYECKUX yacTel npuGopa.

7. CopepxurT GYHKUWIO BCMOMOTATENBHONO YNPABACHHA: BCTpoeHHas Oasa
OTACNCHMIA, Bpa4eH 1 XKypHaIa CHCTEMH.,

8. [Moagepxusaer HenpephibHoe aoOasnenne CTAT-oOpasuoe BO Bpema
BLITIONIHCHHA aHATTH3A.

9. Meauwnckuit nporokon HL7, koTopbiii B3anmoaesHicTByer ¢ HHPOPMAUMOHHOM
KJIHHKW4ecKo# cictemoil nabopatopun (JIUC) B apyxcroportem pexume.

10. ToaaepxusacT MOAKNIOYEHUE BHEIWIHHX TPUHTEPOB, COOTBETCTBYIOLINX
CASAYIOUMM KPHTEPHAM.

Knaccnuxauus: MaTpruHble, Ja3epHbie, CTPYHHBIC,

B coctas H3zenns BXOAAT:
1. AsTomatHueckuif koarynometp «Technology Solution 60» — 1 wrr.
2. PyKoBOACTBO MO 3KcnnyaTaumy — | wr.

3. Tacnopt npubopa — 1 mrr.

4. EmKocTb a0 AUCTHLIHpOBaHHOR BOAb! — | T,

5. EMKOCTL ANA CIHBA KHAKHX OTX0A0B — | wWT.

6. Cerepoif wHyp — | wr.

7. TNpoeoa ans MOAKMIOUEHNS 3a3eMAeHHS — | 1T,

8. Tlpenoxpanurens — 2 wr.

9. Crunyc -~ 1 wr,

10. Tlposoa aas npouncTku Wbl npoGo3abopHuka — | wr.
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n. [Hdepxartenb gns ctunyca- 1wr.

12. Hakneiika gna gepxxarens ctunyca - 1 wr.

13. Yaweuka ans obpasyos 1,5 mn (npu HeobxoamMmocTK) - He 6onee 100 L.
14. bywmara ans TepmonpuHTepa (Npy He06X0AMMOCTKM) - He 6onee 2 LWT.

15. ApanTep ans o6pasuos (NpuM HEO6X0AMMOCTH) - He 60nee 1 WrT.

16. ApanTep And peareHToB (Npu HEO6XOAMMOCTH) - He 6onee 3 W,

17. ®nakoH gna peareHToB 023 MM (Npu HEOOXOAMMOCTK) - He 6onee 2 LWT.
18. ®nakoH ans peareHToB 035 MM (Npy HEOBXOAMMOCTK) - He 6onee 2 LT.
19. ®nakoH ans peareHToB 028 MM (Npy HEOBXOAMMOCTK) - He 6onee 2 LT.
20. MarHuTHasa mewanka (npyM Heo6XxoAMMOCTHM) - He 60onee 2 LWT.

21. Hakneiika gns peareHToB (Mpyv HEO6XOAMMOCTH) - He 6osiee 1 L.

22. CyutbiBaTens Ans o6pasyos (npy Heo6xXoAMMocTH) - 1 wr.

23. CynTbiBaTeNb A4N1S peareHToB (Npy HeobxoAMMocCTH) - 1w,

MPUMEYAHWE: T[lpumeHeHve cKaHepa LWTPUX-KO4a ABAAETCA ONUWOHHbLIM. [ing
pelleHWs BoMpoca MO YCTaHOBKe obpaljaintecb K ABTOPU30BAHHOMY MpeLCcTaBUTENIO
npoussogutens B Poccuitickoin degepaumu.

1.2 KomMmnaHoBKa H CTPYKTY pa npubopa

Mpubop uMeeT psaj MOMHOCTLID aBTOMATUYECKUX (YHKUWIA, Taknx Kak gobaBneHve
peareHTa W MNpobbl, MOACYET, OTOOpaXKeHWe W neyaTb pe3ynbTaToB TecTa W Ap. [aBHE.bM
obpasom npubop COCTOUT ©3 CUCTEMbI MOHUTOPUHIA Mpob6, CUCTeMbl MOAAEPXKaHUS
MOCTOSHHOW TemnepaTypbl, U3MEPUTEIbHON CUCTEMbl, KOMMbIOTEPHOW CUCTEMbl U CUCTEMBI

MPOMBIBKMW.

Kpbliwwka
annapara

PucyHok 1-1. Bug Ha nepegHioto naHesb
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12.1 Cucrema A03MPOBAHNS

CucreMa 103MpPOBAHNA BRINIOJIHACT aBTOMATHUYECKOE NobaBreHue npob U peareHTos H
BLINOJIHAET CASAyIOHE GyHKUMMN:

1. Onpepenenne ypoBHS XHaxocTH. B cayuae, xorsa xaxoro-nubo pearenta MM
ofpa3ua HeAOCTATOUHO, NpUOOP BLIAACT COOTBETCTBYIOUICE COOGIICHHE M TEM CaMbIM
OI10BECTHT NMOAL3OBATENSA.

2. GyHKUMA NOJOTPeBa, NO3BONMIOWIAS HATpesaTh peareHT J0 HeoOXoauMoi#
TEMNepaTypel 3a 3-3 CEKyHA.

3. OyHKUMA KOHTPOAA nonoxedus npobozabopHuka (OCTAHABAMBACT yCTPOHCTBO B
cny4ae CTONKHOBEHMA C NPENATCTBHEM).

1.2.2 TepmocraTrHyeckan CHCTEMA

TepMocTaTHYECKaA CHUCTEMA BKMOYACT OXMAKIACHME PEAreHTOB, MNPeABAPUTENbHBIA
Harpep peareHTa, WHKYGaUMIO peakUHOHHON XHIKOCTH M NOANEPKAHHE TEMIMEPATYPHOTO
PSXUMa BO BpeMS HCTIMITAHUHA.

1. HukyGaunoHHas QYHKUMA: COAEPIKUTCA BOCEMb HHKYOAUHOHHBIX A4€EK B 30HE
OnpeAeneHra ¢ MOCTOAHHBIM noaaepxaxHem TeMnepatypul 37 °C. KoxTponb Haa NOCTOAHHO#H
TEMNEpaTypol No3uumit obpasuoB: BCero COACPKUT CeMb MNO3ULKA 00pa3uoB B 30He
onpeaenerua ¢ NOCTOAHHOH Temnepatypoii 37 °C.

2.  OxnaxaeHue: TeMnepaTypa Beex No3uuuii peareHtos cocrasisier < 15 °C.

3. [llpeasapurencHulii Harpee pearesTa: TeMMepaTypa 30HAa  PEarcHTa
nopaepxusaetca Ha ypoeHe 37 °C. [peasapurenbHiili Harpes peareHTa NPOHCXOAUT 3a 3-5
CEKYHA.

1.2.3 H3mMepuTeNbHan cCHCTEMA

Cucrema u3MepEHHs BHIMONHACT BKAIOYCHHE CBETOBOrO NOTOKA, c0Op CMrHANOB M MX
npeasapuTeibHyio 06paboTky Bo Bpema peakuuu. MamepurensHan cucreMa Bkmovaer B cebs
TP OCHOBHBIX METOJA TECTHPOBAHMA: KOArylALHOHHBIA, MMMYHOTYPOOAUMETPHUHECKHA K

XPOMOTeHHBIH METOABI.

1. KoarynanoHHH# METOA: ANA ero BLINOMHEHHA 3aAefcTBOBAHLI MATb TECTOBbIX
nosuuufi: 9, 10, 11, 12 4 13, kak noxkasaHo Ha pucyHke 1-2. JinuHa BonHE cocTaaseT 660 HM.

2. XpomorenHniii Meton: 3anelicreoBaHa oaxa nosuuus. TectoBas AauHa BoMHb B 405
HM, IOMe4eH Ha pHcyHke 1-2 Homepom 14,

3. UMmyHOTYpOHAUMETpHYECKMH METOA: 3ancHCTBOBAHA OAHA NO3HUMA. TecToBas
ANMHA BOMHB B 575 HM, NOMEYEH Ha pucyHke 1-2 Homepom 15.

4. 8 HHKYOAUMOHHBIX NO3HUMH, NOMeYeHb Ha pHcyHke 1-2 uuppamu 1-8.

5. Mosuuma cGpoca oTpaGoTaHHBIX KIOBET MOMEYeHa Ha pHCyHKe -2 Homepom 16.

15
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PucyHok 1-2. TecToBble nosnuumn

[na  nonyyeHus KOPPEKTHbIX pe3y/nbTaTOB aHanu3a W npaBuibHOW paboTbl npubopa
Heo6XoAUMO MCMNOMb30BaTb MeAWLMHCKOE mn3fdenve B COOTBETCTBMM ¢ PY Ne P3H 2020/10843
ot 17 woHsa 2020 roga «KloBeTa ofHopasoBas ANA JIMHEWKW KoarynomeTpos «Technology
Solution»», B BapvaHTax UCMONHEHWNS:

- KioBeTa ofHopasoBas ans kKoarynomeTpoB «Technology Solution 60», «Technology

Solution 190», «Technology Solution 400»: K2 (700 mkn) - 1000 wT. B ynakoBKe.
- KioBeTa ogHopasoBas gna KoarynomeTpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 (700 mkn) - 500 T. B yNakoBKe.

TexHUYecKne xapakTepucTUKN KIOBET:

* OO6bem 700 MK,

e 06was BbicoTa KtoBeTbl - 30,06 + 0.15 mm:

o [nameTp nocagoyHoi yactu koBeTbl - 10,00+ 0,1 mMm:

e BHeWHnn gnameTp AHa KioBeTbl - 7,70 £ 0, 1 MMm;

e PaccTosiHne 06nacT U3MepPeHUs 0T NPMBANOYHON naockocTh - 21,40 + 0,1 mwm;

e BHewHKMN gnameTp M3mMepuTeNbHOM YacTn KIoBEeTbI - 7,75 = 0,1 MMm:

e To/WWHA CTEHKN B U3MEPUTENIbHOM YacTu KioBeTbl He 6onee - 1.08 £0,03 mwm;

¢ MakcumanbHOe OTKNOHEHUWE TOMWMHbI CTEHKN KIOBETbI B U3MEPUTE/IbHOM YacTy -
0...70,01 MM,

» Papguyc BbiTecHuTens - 1,60+0,03 mm.

KtoBeTa ofHopa3oBas Ansi kKoarynomeTpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 nmeeT cneyunanbHyt0 MapKUpOBKY Ha BEpPXHEN
rpaHn KaXKaoi KIOBeTbI:

C uenbio MpefoTBpaLLEeHUs MNPUMEHEHUS KOHTpagakTHbIX MeAULMUHCKUX W3aenuii
3anpelyaeTca  MCNOMb30BaTb  KiOBETbl K2 6e3 yKa3aHHOW MapKMPOBKM Ha JIMHelike
KoarynomeTpoB  «Technology Solution». B cnyyae  wMcnonb3oBaHUs  KOBET  6e3
COOTBETCTBYHOLLEV MAapKMPOBKM aBTOPM30BaHHbI npeacTaButens B PO OO0 «JlabopaTopHble
peLleHns» CHUMaeT ¢ cebsi o6y 0TBETCTBEHHOCTb 3a Ka4yecTBO BblAaBaeMbIX Pe3ynbTaToB U
3a paboTOCNOCO6GHOCTL NPUbOpa, a TaKKe BMpaBe 0TKa3aTb B 3aMeHe MO rapaHTUW BbllLeALIero
13 CTPOA Npubopa UM Kakoin-nnbo ero yactu.

1.2.4 Cuctema NpoMbIBKU

Cuctema NPoOMbIBKM BK/IOYaeT B cebs.
16
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. MpoMbiBOYHBIH pe3epByap: NE€BOE OTBEPCTHE WCAOAB3YETCS AN  MPOMBLIBKH
BHYTpeHHeH yacTH npoGooTOOpHHKA, 8 NpaBoe OTBEPCTHE MTA MPOMBLIBKH BHEIDHEH YacTH
npobooTGopHHKa.

2. EMKoCTh UIS TPOMBIBKHM: HCTIOAB3YCTCA AJIA XPAHEHHS AWCTHANWPOBAHHOH MAH
HOHM3UPOBRHHO# BOAK.

3. EMKOCTb AIA OTXOJOB: HCHONB3YETCA AnA cOopa RKHAKHX OTXOA0B.

4, B xauecTee Moiowero M AE3MHPHUMPYIOWEr0 pPEAreHTa ANA OYMCTKH
ROZHPYIOWEH CUCTEMB KOArynoMerpa AO/MKHO MPUMEHATECE MERUIMHCKOE H3fenMe B
COOTBETCTBHH C perHcTpauuoHHbim ypoctosepennem Ne P3H 2019/9048 or 04 mas 2021 roaa
«ITpomsiBounbti pacteop no TY 21.20.23-001-34065548-2019».

1.2.5 3ona 3arpy3kn o6pasuos

30Ha 3arpy3ku ofpasioB MpeACTaBACHAa TPEMS B3aHMO3AMEHACMBIMM LITATHBAMM MO 9
no3uuMii. a Takke No00aa cBoGORHAA Mo3HuMA oOpa3ua MoXeT ObITb HCMOAL3OBAHA AN
YCTAHOBKH Cpo4HO#H npobut. Jna uccneaoBaHHA MOTyT HCNOAB3OBATLECA CTaHAAPTHLIC
TecToBuie NpoGnpku, npobGupku ans 3abopa kpoBu (BakyTeliHepni) M eMkocTb Ans npob
obsemom 1,5 MA. [NpobGupxu ans 3a6opa KpoBH (BaKyTeHiHEphl) MOTYT MMETb HAPYNKHBIH

anametp 10 MM ~ 16 MM 1 He Gosee 100 MM B BbICOTY.

1.2.6 3ona 3arpy3ku pearecuTos

30Ha 3arpy3KH peare¢HTOR MPEACTARACHA ChEMHbLIM LWITATHROM HAa 23 NO3HUMH, Tae
NEPBLIE TPH NO3HUNM OTBEACHH! ANA pasbasuTeNeil ¥ NPOMBIBOYHONO pacTeopa. A TaKKe
cucTemo#l noaaepkanus Temnepatrypul Hiwke 15 °C. Tlpouecc crabunuzaunu Temneparyphbi
2aHHMmaeT 30 cexyHA.

B wTaTHe AN pearcHTOB MOXHO YCTAHABINBATh eMKOCTH o0BneMoM oT | Ma a0 10 mn ¢
HApYKHbIM AvaMeTpoM OT 14 MM 10 36 MM. BolcoTa €MKOCTH C peareHTOM He AOAXHA
npesbiiuaTe 80 MM, HHaYE MOXET NPOHIOHTH NOSOMKA.

1.2.7 KoMnnioTepuas cHeTeMA

CHcTeMa KOOpAMHUPYET pa3sfAHYHBIC ACHCTBHA M KOHTpoJMpyer paboty npubopa,
BKNIOYaN B3auWMojelicTene uenoseka M obopymosanms, oroOpaxaer HHpopMauuio M
BLINIONHACT (1€4aTh.

1.3 Céepa npamenenus

B ananmzaTope HCMONLIYETCA MPHHLMIT ONTHYECKOW ACTEKUWHM, MO3BONSIOUINHA
BLINOAHATD KNOTTHHIOBbIE, XPOMOIEHHbie ¥ HMMYHOTYPOMAMMETPHHECKHE METOAMKH IUIn
AHAJIA3a BPEMEHH M AKTHBHOCTH (AKTOPOB CBEPTHLIBAHHA KPOBH, A TAKOKE AHANN3A AKTHBHOCTH
AHTHKOArYNAHTHOH U PHOPHHOANTHYECKOH CHCTEM.,

Jins  aHanu3a MCNONR3yeTCA NJa3Ma KPOBH  uefoBeKka,  CTabHAM3MPOBaHHAs
aHTUXOarynaHToM  (uutpatom  Harpwa). JhioGo#t  apyroR  matepuan  cuMracrtcs
HENPEeAYCMOTPEHHBIM.

17

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



14 M3mepsaemblie napamMmeTpsl

M3mepsiemble napaMeTpbl NpuBefeHbl B Tabnuue 1-1.

Tabnuua I-
HanmeHoBaHue VismepAemblid MeTog aHanusa EAnHMybI

napameTp Nn3MepeHuns
MpoTpombMHOBOE BPEMS PT Koarynauus c (cekyHpa)
AKTMBNPOBaHHOE APTT Koarynaums c (cekyHpa)
napuuanbHoe
TPOM6OMNIACTUHOBOE BPEMS
®unbpuHoreH (ctaHgapTHbli  F1B Koarynsaums r/n
metog Knaycca)
®dunbprHOreH FIB MMC Koarynsums rin
(MoAMULMPOBaHHBI
metod Knaycca)
1'POMBUHOBOE BpeMS TT Koarynsauus c(cekyHpa)
BonyaHouHbIi LAL Koarynsauus c(cekyHpaa)
aHTuKoarynaHT LAL
BonyaHouHbIi LA2 Koarynsaums c(cekyHpa)
aHTmkoarynsHt LA2
dakTOop CBEpTbLIBAHNA 1V, VIIL. VIII,  Koarynsauus %

IX, XX1, XII
dakTOop CBEpPTLIBAHNA XM XPOMOTeHHbI MeTOf %
AHTUTPOMO6UH Il AT3 XPOMOTeHHbI METOA %
lMnasmmHoreH Pis XPOMOreHHbIn MeToA %
MpoTenH C PCch XPOMOreHHbIN MeToZ %
MpoTenH C PCco Koarynauus %
MpotenH S PSch mmyHoTypongumetplH - %
MpotenH S PSco Koarynauus %
"enapwH Hep XPOMOTr€eHHbI MeToq, ME/mn
MOAK Hep2 XPOMOreHHbI MeToq, Hr /MmN
a 2 - aHTUMNNasMuH a2AP XPOMOTeHHbIn MeTOA %
MpofykTbl gerpagauunm FDP MmMyHOTYpOuamnmeTpus MKr/Mn
thnbpuHoreHa
O-Anmep D-dimer VMmyHOTYpbmaumeTpus Hr /MmN
AHTUreH hakTopa Von VWFAg MmyHOTYpOuanmeTpus %
Willebrand
Pn6PUH-MOHOMEP FM VIMMYHOTYpOUAMMETPUA  MKI/MA
15 TexHu4YecKkune gaHHble aHanusaTopa
Tabnunua 1-2

MeToa TecTupoBaHus MeTtog Koarynaumm (MeTo onTUYECKOro paccesHus).
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JVHbI BOMH

MsmeputencHble
nosuuum
NHKy6aLnoHHbIe
nosunuum

Mo3unuun cépoca
0TpaboTaHHbIX KHOBET:
Mpon3BOAMTENLHOCTD:
Mosnumn npob6:
Mo3nunn peareHTOoB:
MakcumanbHas 3arpyska
N3MepPUTENIbHBIX KIOBET:
MutaHue:

MoLHOCTb:

Ycnosua akcniyatauuu:
Ycnosus xpaHeHus:

WHTepdelic:

MaxkcumanbHO JonycTumoe
BpeMsi yCTaHOBNeHUs paboyero
pexuma, ncHncnseMoe ¢
MOMEHTa BK/IHOYEHMS
aHanmsaTopa

Knacc 6e3onacHoctn ans
nporpaMMHOro obecneyeHmns
no EN 62304
AnekTpobe3onacHoOCTb

no EN 61010-1

pynna 3aBUCMMOCTM OT
BOCMPUHUMAEMbIX
MeXaHUYeCKMUX BO3LENCTBUIA NO
FOCT P 50444-2020

CreneHb 3aWnTblI aHanm3aropa
OT OMacHOro NMPOHMKHOBEHMS
BOAbl UM TBEPAbIX YacTul, - P

XPOMOT€HHbIA 1 UMYHOTYPOUAVMETPUYECKUIA METOABbI
(MeTOA ONTMYECKOro NPONYCKaHms)

MeTog koarynsaumm: 660 HM

XpomoreHHsblin metog: 405 HM
IMMYyHOTYpOUANMETPUYECKUIA MeTOA: 575 HM

7 no3ununii

8 MO3uLMiA
1 Mo3ununs

60 TecTtoB/vac (PT TecT)

LLITaTnB 06pa3uoB ¢ 27 TECTOBLIMU NO3NLUAMU
23 oxNnaxaaeMbIX NO3MLUNIA AN peareHToB

72 N3MepUTEeNbHbIX KIOBETHI

a.c. 100-240 B, 50I"u/60r'y

400 BT

10 °C ~ 30 °C, oTHOCUTEeNbHas BNaXXHOCTb <70 %
-20 °C - 55 °C, oTHOCUTENbHAA BAAXHOCTb <85 %

[JasneHuve: 50 kMa~106 kla, B XOPOLUO BEHTUANPYEMOM
NnoMeLLieHnm

MopT RS-232, WLAN, nopt USB (2), Bbixoa VGA,
pasbeMbl PS/2 ana knaBnatypbl U MblLLIN

[0 10 MUH

A

- Kateropusa nepeHanpsxeHus 1.

- CteneHb 3arpasHeHusa 1

- Knacc 3awmtsl 1

2 - HOCMMbIE, MEPEHOCHbIE N MEPefBUXHbIE, He

npefHasHauYeHHble 415 paboTbl NPU NepeHOcKax U
nepeaByKEHNAX B Npefenax CTalMOHapHOTO NOMeLLEHUS

IP 00

1,6. OnucaHne coctaBa aBToOMaTnyeckoro koarynometpa «Technology Solution 60»
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n/n

10.

11.

OnuncaHne

EMKocCTb gnd
AUCTUNNNPOBAHHON BOAbI

EMKOCTb NS CNMBa XUAKNX
0TX0J0B

Yalueuka ansa obpasuos 15
M (NPU HEOB6XOAMMOCTI)

CeTeBoli LWHYp
MpoBoa ons NOAKMIHYEeHUS
3a3eM/eHmns

bymara nns TepMonpuHTepa
(Mpn Heob6XxoAMMOCTK)

ApanTep ans 06pasuos (npw
Heo6X0ANMOCTI)

AjanTep 415 peareHTOB
(Npn Heobxo0AMMOCTHN)

MpefoxpaHnTeNb

MpoBog 415 NPOUYNCTKM
nrnbl Npo603abopHMKa

Crunyc

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

Ha3HaueHune

MpenHa3HaveHa ana
ANCTUNNNPOBAHHON BOApbI

MpegHa3HayeHa ana cbopa
0TpaboTaHHOW XMAKOCTM

Wcnonb3ytotes gna
06pasLoB nm
Ae@ULMTHBIX NnasM BO
BpeMs NpoBefeHus TecTa
npméopom

Ob6ecneunBaeT nogayvy
3M1eKTpMYecTBa K npméopy

ObecrneymBaeT 3aWnTHOE
3a3eMneHve npubopa

MpefHa3HayeHa 4ns
0TOOpPaXKEHMS pe3ynbTaToB
TeCTUpOBaHMS Ha
OyMaXHOM HocuTene

MpeaHasHaveH ans
3aKpernseHns KioBeTbl
06pa3LioB B LUTaTMBE
MpefHasHaveH ang
3aKpenneHus gakoHa
peareHTOB B LUTaTUBe
BbInosiHAeT 3aWNTHYIO
(hyHKUMIO, 3aLmMLLaeT
3NIEKTPUYECKYIO Liernb W eé
3/1leMeHTbI OT Meperpesa K
BO3ropaHus npu
NMPOTEKAHUN TOKa BbICOKO
CUTbI.

Wcnonb3yetcs ang
MPOYNCTKM Wbl
npo603abopHMKa B Ciy4ae
3acopeHus

WMcnonb3yetca ana
ynpaB/ieHNst CEHCOPHbIM
NHTepdericom
Koarynomerpa
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TexHnyeckne
XapaKTepmucTuku

O6bem: 4 n.

FabapuTHbIE pasmepsbl:
Bbicota 325 MM = 1 MMm:
WwnpuHa 160 Mm £ 1 MMm;
FnybuHa 115 mm £1 mm.
O6beMm: 4 n.

FabapuTHbIE pa3Mepsbl:
BbicoTa 325 MM = 1 MM;
WvpuHa 160 mm £1 mMMm;
FnybuHa 115 mm £ 1 Mm.
O6bvem: 15 mn.
FabapuTHble pa3mepsbl:
OuameTp: 15 MM+ 1 MMm;
BbicoTa: 25 MM £ 1 MM.

OnnHa 2000 mm £ 10 Mm.
HanpsxeHue: go 500 B.
Ovametp: 7 mm = 0.5 mMMm.
Hanps»xeHue: go 600 B.
OnunHa: 5200 mm £ 10 Mm.
OvawmeTtp: 4 mm + 0,5 MM.
MaKcuManbHbIi guameTp
neHTobl: 50 MMm.

LLInpnHa neHTbI: 57 MM.
MnoTHocTb Bymaru 80
riv'".

Ouametp: 24 MM = 1 MM.
Bbicota: 29 mm £ 1 mm.

OnameTp: 24 mm = 1 MM,
BbicoTa: 29 mm = 1 MMm.

Onametp x AnnHa: 5x20
mMm. Cuna Toka: 5 A.
Hanps»keHue: 250 B.

OnvHa: 445 mwm.

Ouametp: 0,5 mm.

Tun: eMKOCTHbIN.
OnvHa: 100 mm.



12.

}lep)KaTenb ANA CTUayca

Heobxoaum ans ynobxoii
¢$uKcaumu cTunyca

Jlnnxa: 65 mM.
[llupuna: 15 Mm.

13.

Haknetika ansa nepxarens
cTunyca

Heobxoauma ana
¢uKcauumu KpenneHus
CTHNyCa Ha NOBEPXHOCTH
npubopa

Knetikas nByxcropoHHss
NeHTa.

®nakoH ans peareHtoB 23
MM (npu Heo6X0AUMOCTH)

[peanasnayen ans
XPaHEHHs peareHrTa

Ob6vem: 25 ma.
I"aGapuTHble pa3Mepi:
HAuametp: 23 Mm =1 MMm;
Boicorta: 45 MM =1 MM,

15.

dnakon ans peareHToB I35
MM (npu HEOOXOAUMOCTH)

[peana3Hayex ans
XPaHEHHUsA peareHTa

O6nem: 30 ma.
["abapuTHble pa3mepsi:
Huametp: 35 MM £ | mm;
BeicoTta: 60 MM £ | MM.

16.

dnakoH ans peareHToB 28
MM (npH HeobxoanumocTH)

[lpeanasHaueH ans
XpaHEeHHs peareHTa

O6vem: 20 ma.
[abapuTHbie pa3mepsi:
Muamerp: 28 Mm £1 MM;
Boicora: 50 MM £ 1 MM,

17.

MarnuTHas Mewanka (npu
HEOOX0ANMOCTH)

[peana3znauena ana
nepeMeLlBaHHS PEarcHTOB

Jnuua: 15 mm.

18.

Hakneiika ans peareHTOB
(npu HeoOxoaANMOCTH)

Hcnons3yercsa ans
o0003HaueHUs MecT
yCTaHOBKM pPearcHTOB B
mITaTHBE

Jnuna: 13 Mm.
Llupuna: 5 mm.

19.

CuuteiBarens Ans ob6pasuos
(npu HeobxoaumocTH)

[MpeanasHaven ans
CYMTBIBAHHSA LITPHX-KOAA
obpa3uos

XapaKkTepHCTHKH:

e JInuna sonHbl: 650 um.
* MouxocTs: a0 1 MBT.
* Knacc nasepa: 2.

» MakcumanbHoe
paccTOsiHUE 10 WTPHX-
koaa: 90 cm.

o CKOpOCTb CUHTHIBAHHSA
104 £ 12 wTpux-KoaoB B
CEeKyHAY.

o [ToTpebnseman
MOLHOCTH: 95 MBT.

o [loakniouenue Kk
CHCTEME: anmnapaTHoe.

20.

CuuTbiBaTENbL AN19
peareHToB (NpH
HeoOX0AUMOCTH)

[peanasnauex ans
CYHTLIBAHMSR LWITPHUX-KOAA
peareHTOB

XapakTepHCTHKH:

e JInuna BonHbl: 650 HM.
* MowHocts: 10 | MBT.
* Knacce nasepa: 2.
 MakcuManbHoe
paccTosHHe A0 WTPHX-
koaa: 90 cm.

o CKOpOCTb CYMTBIBAHHSA:
104 £12 wrpux-koaoB B
CEeKYHAY.

o [ToTpeGnsemas
MOLIHOCTL: 95 MBT.
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* [TogKNo4YeHne K
cucteme; USB.

e innHa: 80 mm £ | MMm.

* BbicoTa: 65 MM + 1 MM.
» LLnprHa: 28 MM + 1 mm.

1.7. OnncaHne MeANLMUHCKNX U3AENNiA, NpefyCMOTPEHHbIX 4151 UCMONb30BaHMNS

B KOMOGMHaLUN C MeAULUHCKUM n3genveM «ABToOMaTu4YecKuii koarynometp «Technology

Solution 60», He BXOAAWMX B KOMMIEKT NOCTaBKMN.

Homep 1 garta

HanmeHoBaHue SRl
permcTpaLMoHHOro
YL,0CTOBEPEHNS

Hab6op peareHTOB 14 P3H 2020/12933 ot

onpefeneHus akTueMposaHHoro 14 fAekabps 2020

napuyanbHoro roAa

TPOM6OMNACTUHOBOIO BPEMEHU

AN IMHeKK KoaryiomMeTpoB

«Technology Solution» (TS-

AMTB) no TY 21.20.23-082-

42349142-2020

Habop peareHTOB Ans P3H 2020/12930 ot

onpeaeneHns npotpombuHosoro  15.12.2020 roga
BPEMEHW A1 NINHEKN

Koarynometpos «Technology

Solution» (TS-TpombonnacTuH)

no TY 21.20.23-083-42349142-

2020
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Ha3HaueHune

MegununHcKoe nsgenve «TS-
AlTB» npegHasHayeHo ans
BbINONHEHNS 6a30BOA  MeTOLMKM
nccnefoBaHUA CUCTEMbI FeMocTasa
- OnpefefieHNs akTUBMPOBAHHOIO

napyuanbHoro (4acTmyHoro)
TPOM60NNACTMHOBOIO BPEMEHMU
(AMNTB/AUTB) Ha  NUHeiKe
nonyaBTOMaTUUECKNX "
aBTOMaTMYeCKNX  Koary/nioMeTpoB
«Technology Solution.

OnpepeneHne AINTB nposogutcs
AN OLEHKW BHYTPEHHEro nyTu
aKTMBaLWW CBEPTbIBAHMA B Masme
KpOBMW.
MeguunHckoe n3genne  «TS-
Tpom6onnacTuUH»  npefHasHa4YeHo
AN8 onpejeneHns NpoTpoM6UHOBO-
ro BpemeHun csepTbiBaHusa (MB) B
nnasme BEHO3HOW KpOBW, pacyeTta
NMPOTPOMOMHOBOIO OTHOLLEHWS
(MO), npoTpomMbMHOBOrO WHAEKCca
(rrrw. MeXAyHapoLHOro
HOPMa/IN30BaHHOTO OTHOLLEHMA
(MHO) n NMPOTPOMOMHOBOIO
nokasaTtens no KBWKY Ha NiMHeiike
nosnyaBTOMaTUYeCKNX "
aBTOMATUYECKUX  KOarysoMeTpoB
«Technology Solution».
OnpegeneHve  NpPOTPOMOGUHOBOTO
BPEMEHMU npoBOAUTCA npu
KOHTPOJIE 3a /IeYeHNeM aHTUKoary-
NAHTAMW HENpsMOoro AencTBus, a
TaKxe ans BblIB/IEHUA
ONCHYHKLMN  BHELIHero  nyTu

6S



®

KOAry/IaUMH.

HaGop pearentoB ans
onpeaesenua TpombuHoBorO
BPEMEHH ANA NHHEHKYU
koarynomerpoe «Technology
Solution» (TS-Tpom6bun) no TY
21.20.23-084-42349142-2020

P3H 2020/12659 ot
24 Hoabpa 2020 roaa

Meanuunckoe  nsgenme  «TS-
TpoMOHH»  npeanasHayeHo anA
onpeaencHus TpoMOHHOBOTO
BpeMeHH Ha nnHerike
NONYaBTOMATHYECKUX H
ABTOMATUYECKHX  KOAI'yNIOMETPOB
«Technology Solutiony.
Onpeaenenne TPOMOHHOBOIO
BPEMEHH NPOBOAUTCA Al OMEHKM
KOHEYHOr0 2Tana CBEPTLIBAHHS
1a3Mbl KpOBH npu
APOPHAAKTHYECKOM HIH fevebHOM
HE3HAYEHHH aHTHKOATryIAHTOB, B
CBA3M ¢ apTePHaNbHLIMH  HMAH
BEHO3HBIMH TpoMGozamMu (MHPApKT
mMuokapaa, TpoM6o3 raybokux Be,
TpoMOGoaMBOonua NETO4HOM
apTEPHH H JIp.), & TaKKe MpH
BbIABIEHHH  BPOXKAEHHOH WY
npuoSpereHHoR (LMppO3 nNEYCHMU)
AUCHUOPHHOTEHEMHH.

Habop pearentos ans
ONpeAENEHHA KOHLEHTPaLHK
dnbpuHOreHa 1ns NUHEHKH
koarynoMeTpoB «Technology
Solution» (TS-®ubprHorex) no
TY 21.20.23-085-42349142-
2020

P3H 2020/12640 or
23.11.2020 ropa

Mezuuunckoe  u3penne  «TS-
OubpuHoreH» nNpeAHa3HaueHo AN
KOJIMYECTBEHHOTO  OMpeAeneHus
¢ubpuHorena B nnasMe Kposu Oe3
NPEABAPHTENLHOIO Pa3sBEACHUA MC-
caeayeMoit nnasMm Ha NHHelke
NOJYaBTOMATHYECKHX |
@BTOMATHYECKHX  KOAryroMeTpos
«Technology Solution».
OnpeseneHne KOHUEHTPALMH
¢ubpuHorena npoBOAMTCA  NpH
KPOBOTEUEHHAX pazauiHoN
aTHONOTHH (Npu GepemMEHHOCTH U B
poaax, Ha doue
dubpuHonnTHYECKOK Tepannu B
ap.), npH BOCNATHTEbHBIX,
AYTOMMMYHHBIX,  MH(EKUHOHHO-
CENTHUECKMX 3a00oneBanHAX
(nuenonedpur, MHEBMOHHA,
NEPUTOHNUTHI, CEMNCHC, CHCTEMHas
KpacHas BOJIUaHKa W Aap.).

Hebop xanubparopos ans P3H 2020/12691ot Meauumunckoe  u3aenue  «TS-

ONpeAeneHHs KOHUSHTPALMH 30 Hos6ps 2020 rona | PuOpuHOren-kanudparop»

bnGpUHOreHa ANA THHEHKH NpeAHAa3HAYEHO JIA NOJNY4EHHs

koarynometpos «Technology ﬁﬁiﬂﬂmwmmmun:m%:gﬂ

Solution» (TS-®uGpuroren- onpeAeneHnn KOHLIEHTpALHH

kanauGparop) no TY 21.20.23- ¢uGpHHOTeHa B nnasMe  KpoBH
23
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086-42349142-2020

P3H 2020/12686 oT
30 Hosbpsa 2020 roga

Habop peareHTOB Ans
onpeseneHns aHTUTPoOM6MHa
ANA NTUHERKN KoarynomeTpos
«Technology Solution» (TS-
AHTUTPOMOUH) no TY 21.20.23-
087-42349142-2020

P3H 2020/12270 ot
14 oKTA6pA 2020
roga

Habop peareHTOB A4
KONIMYECTBEHHOI0 OrpeseneHuns
D-pgumepa B nnasme KpoBw Asis
NMHENKN KoarysomeTpoB
«Technology Solution» (TS-D-
anmep) no TY 21.20.23-088-
42349142-2020

Ha6op KOHTpOnbHbIX Nnasm ans  P3H 2020/12571 ot

KO/IN4YeCTBEHHOT O onpeaeneHnAa

24
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MOAN(PULNPOBAHHbLIM  METOAOM
Knaycca 6e3 npefgBapuTe/ibHOro
pasBefeHns uccieayemon nnasmbl
Ha /IMHeiKe NonyaBTOMATUYECKMX
N aBTOMATUYECKUX KOarysomeTpoB
«Technology Solution».
MeguuunHckoe nsgenve «TS-
dnbpmHOreH-kannbépaTop»

npefHa3Ha4yeHO TO/bLKO Ans Habopa
«TS-PnUbpUHOreH».

MeauuunHckoe nsgenve «TS-
AHTUTPOMOUH npesHasHayeHo
019 onpefeneHns akTUBHOCTM (B
npoLeHTax oT HOPMbI)
(PM310N0rNYECKOTO
aHTUKoarynsHTa - aHTUTpombuHa
(AT) Ha NuHeilke KoarynomeTpoB
«Technology Solution». Onpegene-
Hve AT npoBogaT Aand Awvar-
HOCTUKM BPOXXJEHHOI0 n
npuobpeTeHHOro feduuuTta 3TOrO
aHTuKoarynsHta (ABC-cuHapom,
pas3finyHble BWAbl LIOKA, Cerncuc,
aKyluepckas naTonorus, Tsxenas
TpaBMa W [gp.). a Takke npu
ONIUTENBHOM  WN - BbICOKOLO3HOM
MPUMEHEHUW TenapuHoB.
MeguunHckoe un3genne  «TS-D-
aumep» npegHasHayeHo  Ans
KO/IMYeCTBEHHOr0 onpeaeneHuns D-
Aumepa B Nja3Me KpOBM YesioBeka
UMMYHOTYPOUANMETPUYECKUM
MEeTo40M Mpu ANWHe BOMHbI 570-
800 HM Ha NNHeliKe
KoarysoMeTpoB «Technology
Solution». D-gumep - ofAuMH U3
BaXXHEMLWMNX MapKepoB aKTuBaLuu
CBEpPTbIBaHUA KpoBWu n
(mMbpvHONM3a,  MOCKO/IbKY  OH
(hOopMUpYyeTCH B KPOBOTOKe B pe-
3ynbrare o6pa3oBaHus n
nocneayoLwero nmsmca naasMmMHoOM
CTabUNn3npoBaHHOIo (hnbpuHa.
Bbicokuin  ypoBeHb  D-aumepa
oypet PerncTpupoBaThbCA y
60/1bHbIX c Tpombo3amu,
Tpom603mMb0NIUAMMU. ABC-
CUHAPOMOM Pas/INYHOrO reHesa.
MeguumHckoe u3genne  «TS-D-
OVUMEpP KOHTPO/b» MpefHasHayeHo



L

D-aumepa B niazme KpoBH Ans
NHHEHKHU KoaryaoMeTpos
«Technology Solution» (TS-D-
auMep KoHTpons) no TY
21.20.23-089-42349142-2020

17 Hos6ps 2020 rona

ans NpOBEACHUS
BHYTpHUNabopaTOpHOTO  KOHTPO/S
KayecTsa (Quality Control)
MeAHUuHHcKkoro w3genus «Habop
peareHTOB AN KONHYECTBEHHOTO
onpeaeneuna D-aumepa B nnasme

KpOBH Ans JIUHEAKH
KOaryJoMeTpoB «Technology
Solution»  (TS-D-aumep)»  Ha
nHe#Ke KOaryiomMeTpos

«Technology Solution».

Ha6op kanubpoBouHbIX nnam
1S TMHEHKH KOaryJioMeTpoB
«Technology Solution» (TS-
kanubparop) no TV 21.20.23-
090-42349142-2020

P3H 2020/12354 ot
28 okTabpsa 2020
roaa

Meauunnckoe  usgenume  «TS-
KanubpaTop»  NpPUMEHSIOT  Ans
NoJIy4EHHA KanubpOBOUHBIX
3HaYeHHUH " NOCTPOEHHUA
KaaMOpOBOYHBIX  KPHBBLIX  AnA
MCCNENI0OBAHUA CUCTEMBI FEMOCTa3a
Ha NHHelKe MONYaBTOMATHYECKHX
M aBTOMaTHUYECKUX KOaryioMeTpoB
«Technology Solution».
Hcnonb3oBakive  kanubpoBouHoOH
nnasMbl  ocBoboxxaaer B Oonb-

WIHHCTBE cayyaes oT
HEOOXOAMMOCTH  MONYYEHH:  OT
310pOBBIX monaen CBeXe#l

HOPMaJlbHOM NJa3Mbl KPOBH.
KanubpoBounas nnasma  «TS-
kannbpatop» aTTecToBaHa AnA

NOCTPOEHHUA KaaubpoBOUHBIX
KPHBBIX " noay4eHUs
KanWOpOBOUYHBIX  3HAYEHWN npu
onpeaeyieHUK CAEAYIOLLHX
nokasareJei:

- A[ITB/AYTB;

- NpOTPOMOHHOBOE BpEMS:

- NpOTPOMOMHOBLIH MoKasaTens 110
Ksuky;

- TpoMOHHOBOE BpeMs;

- AHTUTPOMOMUH;

- NJIa3MHHOTEH;

- npoteuH C;

- ypoBeHb aHTHreHa (akropa
Bunnebpanaa (vWF:Ag);

- YPOBEHb aHTHUreHa npoTeuHa S
(cBoboAHOrO).

Habop koHTponbHbIX Nna3M ans

P3H 2020/12097 ot

MeauuHnHcKoe H3aenune «TS-
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NUHERKH KOarynoMeTpoB 30 centabpsa 2020 KOHTpOJIb»  MPEHA3HAYEHO 113
«Technology Solution» (TS- roga NpOBEACHUA
xoHTpoas) no TY 21.20.23-091- BHYTpHA1aGOp ATOPHOTO ~ KOHTpONA
kayectBa (Quality Control) npu
MCCE0BAHUH CHCTEMBI MEMOCTa3a
25




42349142-2020

P3H 2020/13132 ot
12 sHBaps 2021 rofa

Habop peareHTOB /15
onpeaeneHns akTMBHOCTU
thaktopa VIII gna nuHerikn
koarynometpoB «Technology
Solution» (TS-®aktop VIII) no
TY 21.20.23-092-42349142-
2020

P3H 2021/13310 ot
28 AHBaps 2021 roja

Habop peareHTOB /15
onpeaeneHns akTMBHOCTU
(hakTopa IX ans nnHemnkm
Koarynometpos «Technology
Solution» (TS-®akTop 1X) no
TY 21.20.23-093-42349142-

2020
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Ha NIMHeiKe MOoMyaBTOMaTUYECKUX

M aBTOMATUYECKUX KOarysoMeTpoB

«Technology Solution».

Habop atTecToBaH B HOpMa/ibHOM

M NaTo/IorMYecKom AuanasoHax Mo

cnegyowmMM nokasatensam:

- ATTTB/AYTB;

- NPOTPOMOMHOBOE BpeEMS;
MeXayHapogHoe

HOpMasin3oBaHHOe OTHOLLIEHME

(MHO);

- NPOTPOMOMHOBBLIN NOKasaTenb Mo

KBuKy;

- TPOMOUHOBOE BpeMms;

(hmMbpUNHOreH

(MoaMdULMPOBaHHbLIM MEeTO0M

Knaycca);

- @QHTUTPOMOWH:

- MNa3MUHOreH;

- npoteuH C;

- hakTop VIII:

(haktop IX;

YPOBEHb  AHTUreHa
BunnebpaHpa (VWF:AQ);
- YPOBEHb aHTUreHa npoTenHa S
(cBoboaHOrO).
MeanumnHckoe n3genve «TS-
®aktop VIlI» npegHasHayeHo ans
onpeeneHnsa aKTUBHOCTU (pakTopa
VIII B nnasme KpoOBM Ha NUHeike
noslyaBToOMaTUYeCKnUX n
aBTOMaTUYECKMX  KOarysioMeTpoB
«Technology Solution». Onpegene-
Hue daktopa VII wncnonb3yertcs
AN [MArHOCTUKK remotmnum A,
ANS KOHTPONS  3aMeCTUTE/IbHOW
Tepanuu 60MbHbIX remodunnen A
KoHUeHTpatammn aktopa VIII, a
Takke [ANA ANarHOCTUKM TPOM60-
hunun. 06YyCN0BMEHHO
MOBbILEHHbIM YPOBHEM (haKTOpa
VIIL.

MepgununHcKoe nsgenuve «TS-
®akTop IX» npegHasHavyeHo And
onpegeneHns akTMBHOCTU pakTopa
IX B nnasme KpoBWM Ha NUHelike
rMoslyaBTOMaTMyecKunx n
aBTOMaTMYeCKUX  KoarysomeTpos
«Technology Solution». Onpegene-
Hve hakTopa IX ncnonb3yercs ans
ANarHocTukn remogpunum B, ans

(hakTopa

6/\



KOHTpOJA 3aMECTHTENLHOM
Tepanuu GosbHBIX remModunueit B
KoHuUeHTpaTamu dakropa IX.

Habop pearenToB ans
onpeaeneHHa NJa3MHUHONEHa AN
JIMHEHKHY KOaryJoMeTpos
«Technology Solution» (TS-
[Mnasmuuoren) no TY 21.20.23-
095-42349142-2020

P3H 2021/13401 ot
08 deBpans 2021
roaa

Meanumuckoe  uzaenme  «TS-
InasmuHOreH» npeaHa3HauYeHO
IR OnpejeneHUs akTHBHOCTH (B
NPOLEHTaX OT HOPMbI) OCHOBHOTO
KOMMOHeHTa (HuOpUHONUTHYECKOH
CHCTEMbl — MJA3MHHOrE€Ha Ha
AUHEHKe KOarynioMeTpos
«Technology Solution». Onpenene-
HHE MNNa3MHHOTEHa MCNOJIb3YIOT
npu auarHoctuke JIBC-cunapoma
H TpomOopHunuii, KOHTpoOJie
neveHns npenaparamu,
aKTHBUPYIOWHMMHU GuOpHHOH3.

Habop pearentos ans
onpenenenus npotenHa C ans
NUHEHKH KOaryJioMeTpoB
«Technology Solution» (TS-
[Mporenn C) no TY 21.20.23-
096-42349142-2020

P3H 2021/13611 ot
02 mapra 2021 roaa

Meauuuuckoe  uzgeane  «TS-
lporeun C» npeanasHayeHo AnA
onpeaeneHus aKTUBHOCTH (B
NpoueHTax OT HOpMbI) nporternHa C
B8 NnaasMe KpPoBHM Ha JIMHeHKke

KOaryJloMeTposB «Technology
Solution». [Mpoteun C - oanH u3
Hanbonee BaXHbIX
¢busnonornueckmx
AHTUKOAryNsAHTOB,

CHHTE3UPYIOLLHKIHCA B NeveHu npu
y4actuu Butamuna K. B aktusHoii

bopme OH pazpywaer
KOary/asiuMOHHble ¢axTopb
ceéptoiBanMa Villa u  Va.
HacneacrBeHHblit aedpuumt

nporeusa C  npuBoaMT K
TpoMbo3aM u TpombBo3IMOBonuam. vV
HOBOPOXAEHHbIX ¢  JAepuuuTOM
nporeuHa C BO3MOXHO pa3zBuTHe
bynbMUHAHTHOH Nypnyph!.

HaGop pearentos ans
onpeeieHHs BOIYAHOYHOIO
aHTUKOArynsHTa ANA NTHHEHRKH
koarynometpos «Technology
Solution» (TS-Jlronyc) no TY
21.20.23-094-42349142-2020

P3H 2021/14378 ot
20 mas 2021 roaa

Meanuunckoe  uzpenne  «TS-
Jlionyc»  npeaHazHaueHo  anas
onpeaeneHus BOTYAHOYHOTO
aHTukoarynsHra (BA) Ha nuHelike
10JlyaBTOMaTHYECKHUX ]
aBTOMAaTHYECKWUX  KOaryl1oMeTpos
«Technology Solution» B
cTabHUNHU3NpOBaHHOMN UMTpaTOM
HaTpusa nnasme KpoBH. B nnasme
kposu BA  cesasbiBaloTC ¢
OTPHLATENILHO 3apAXKEHHBIMH
dochonnnuaamu ¥ Benkoso-
bochonunuaHbIMH  KOMMJIEKCAMH
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Habop peareHToB 4/1a
onpefeneHns aHTu-Xa
aKTUBHOCTW MPAMbIX
aHTWKOArynsaHTOB ANS NINHENKN
Koarynometpos «Technology
Solution» (TS-AHTK-Xa) no TY
21.20.23-102-42349142-2021

Habop KasimbpoBOYHbIX MN1asm
AN NIMHEeNKN KoarysiomMeTpoB
«Technology Solution» (TS-
"enapuH-Kanmoépatop) no TY
21.20.23-103-42349142-2021

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

P3H 2021/15119 ot
18 aBrycta 2021 roga

P3H 2021/15136 ot
20 aBrycta 2021 ropa
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MW TOPMO3AT  aKTMBauul U
B3aMMOJENCTBME  MeXAy CO6Ol
NNasMeHHbIX (hakTOpOB
cBepTbiBaHMA  KpoBWu. Haubonee
YETKO 3TV HapYLLEHMNS BbISABAAKOTCS
B (oconmnuna-3aBMCUMbIX Koary-
NALUMOHHBLIX TecTax. Hannume B
nnasme BA COMpoBOXKaaeTcs
peLuanBuMpyowmMMm  TpoM603amu
BEH W apTepuil, HapyLIeHUAMM

MO3roBOro KpoBOOOpalLeHuns
(ronoBHsble 60nu, 06MOpOKH,
ANHaMUYecKue paccTpoiicTea
MO3roBOro KpOBOOGpaLLeHus,

napesbl, 3MUCUHAPOM, HapyLleHus
3peHus un ap.), petonnaueHTapHoO
HeL0CTaTOYHOCTbIO,  MPUBLIYHBIM
HeBblHalWMBaHWEM 6GepeMeHHOCTM

(BbIKMAbILLIN, BHYTPUYTPOGOHas
rméenb nnoga),
TPOMOGOUNTONEHNEN, peEXE - KpPO-
BOTOYMBOCTbIO MUKPOLMPKY-
NATOPHOrO TWMa, NoMAnannepruen,
apyrumu UMMYHHbIMU

HapyLUEeHUAMN, HAKIOHHOCTLIO K
passutuio ABC-cuHgpoma.

MegaunumHckoe unsgenve «TS-AHTU-
Xa» npegHasHayeHo ans
KO/INYECTBEHHOI O onpegeneHuns
aHTU-Xa  aKTUBHOCTM  MPAMbIX
aHTUKOArynsaHToB B M1a3Me KpOBU

XPOMOTEHHbIM MEeTOA0M Ha
NNHeliKe KoarynomeTpos
«Technology Solution» npu
KOHTpOe 3a NPOBOAVMOIA
Tepanwel aHTUKoarynsHTamu,
TaknMu Kak
HepaKLUMOHMPOBaHHbIN "
HU3KOMONEKY/IAPHbIe  TenapuHbl,
npsiMble opasibHble
aHTUKOAryNAaHThbI (MOAK)
(pvBapokcabaH. anukcabaH.

(hoHAanapuHyKc n apyrunx).
MeauunHckoe n3genve «TS-
enapuH-kanubpatop»
npegHasHa4yeHo AN MONYy4YeHus
KanMbpoBOUHbIX  3HAYeHWU’  npwu
onpeAeneHnn aHTu-Xa akTMBHOCTH
NPsSMbIX aHTUKOArynsHToB
(HetpaKUMOHMPOBaHHbIN n
HU3KOMONEKY/IAPHbIE TenapuHbl) B



nnasmMe  KpOBM  XPOMOTEHHBIM
METOAOM Ha NHHelike
KOaryjoMeTpos «Technology
Solution». MeauunHcKoe H3aeaue
«TS-TI'enapun-kanubparop»
npeAHa3HaY€HO TONbLKO Ans Habopa
«TS-AuTH-Xanr.

Habop KOHTpOBHBIX NAa3M A5
NHMHERKHN KOaryJloMeTpoB
«Technology Solution» (TS-
[enapuH-koHTpons) no TY
21.20.23-105-42349142-2021

P3H 2021/15104 ot
16 aBrycra 2021 roaga

Meanunuckoe  u3nenane  «TS-
["enapuH-kOHTpPOABLY

NpeJHa3HAYeHO AN MPOBEACHHUSA
BHYTpHIabOpaTOPHOro  KOHTPOJIA
KauyecTsa (Quality Control)
meauuuHckoro usaenus «Habop
peareHTOB ANA onpeieneHUs aHTH-

Xa aKTHBHOCTH MPAMbIX
AHTHKOAryJlIAHTOB 1N JIMHEHKH
KOaryJloMeTpoB «Technology

Solution»  (TS-AHTH-Xa)» npu
onpeJeneHUH aHTH-Xa aKTHBHOCTH
NpAMBbIX aHTHKOAry/ISHTOB
(HeppaKLUHOHHUPOBAHHbLIA renapuH
(HO®I') u  HU3KOMONEKYNsApHbIE
renapuubl (HMI)) B nna3me kposu
XPOMOT€HHBIM METOAOM Ha
NuHedKe KOaryJjioMeTpos
«Technology Solution».

Habop kanubpoBouHbix nna3m
AN TMHEAKU KOaryIOMETPOB
«Technology Solution» (TS-
[MOAK-kanu6parop) no TY
21.20.23-104-42349142-2021

P3H 2021/15411 ot
23 cenrabpa 2021
roaa

Meaunnuckoe  uspeane  «TS-
[TOAK-kanubparop»

NpeJHa3HAYEHO A MONYYCHUS
KannOpOBOYHBIX 3HAYEHWH npH
OnpeaeNeHUH aHTH-Xa aKTHBHOCTH

NpAMBIX OpanbHbIX
QHTUKOArynsiHTOB (IMTOAK)
(anukcadaH, puBapokcabaH,

donpanapuHyke M apyrux) B
niasMe  KpOBH  XPOMOrE€HHbIM
METOAOM Ha JIMHCHKE
KOaryaoMeTposB «Technology
Solution». MeauuuHckoe wigenue
«TS-TMOAK-kanubpatop»
npeaHasHauYeHo ToNbKO Ans Habopa
«TS-AnTu-Xan.

Habop koHTponbHbIX NNa3M ans
JIMHEAKH KOArynoMeTpoB
«Technology Solution» (TS-
[TOAK-koHTposb) no TY
21.20.23-106-42349142-2021

P3H 2021/15147 ot
20 aBrycta 2021 rona

Meaunuunckoe  m3genme  «TS-
[IOAK-koHnTponb» MpeaHa3HaueHo
ans npoBeAeHUs
BHYTpH1abOpaTOPHOro  KOHTpOASs
KauyecTBa (Quality Control)
MeAuUMnHCKoro u3genus «Habop
pearcHTOB A8 onpeaeneHus aHTH-
Xa AKTHBHOCTH NpAMbIX
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Hab6op peareHTOB 415 P3H 2021/15490 ot
onpegeneHns aHTureHa aktopa 04 oktabps 2021
BunnebpaHga 4na NUHerikun roga

aBTOMaTUYeCKMX KOoarynomeTpoB
«Technology Solution» {TS-
BunnebpaHg Ag) no TY
21.20.23-107-42349142-2021

Habop peareHTOB AN P3H 2022/16545 ot
KONM4ecTBEHHOro onpeseneHns 15 despans 2022
®M Ha KoarynomeTpax roga

«Technology Solution» (TS-
dnbpuH-MmoHomep) no TY
21.20.23-113-42349142-2021
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aHTUKOArynaHTOB  ANS  JINHEUKU
KoarynomMeTpoB «Technology
Solution»  (TS-AHTU-Xa)» npu
onpeseneHnn aHTU-Xa akTUBHOCTYU

NPAMbIX OpasibHbIX
aHTMKOarynsaHToB (MOAK)
(annkcabaH, pnuBapokcabaH,

(hoHAanapuHykc ©n  apyrux) B
nnasMe  KpPOBM  XPOMOTEHHbIM

MeToZ0M Ha NnHemnke
KoarynomMeTpoB «Technology
Solution».

MeauumHckoe n3genve «TS-
BunnebpaHg Ag» npegHasHa4yeHo
ans KO/INYECTBEHHOI 0
onpefeneHns aHTUreHa @axkropa
BunnebpaHga (VWF:Ag) B nnasme
kpoBu.  daktop  BunnebpaHga
(VWF) —KpynHbIiA MyNbTUMEPHbIT
rMNKOMPOTENH. OCHOBHbIMU
(OYHKUMAMKU  KOTOPOro SABNAKOTCA
yyactTve B aaresuy TpombouuToB
nyTem ero CBA3bIBAHMUA c
ravkonpotenHom 1b a Takxe
3awmTa aHTUremounILHOro
rnobynuHa oT npoTeonnsa.
Onpegenenve vWF:Ag aBnsetca
OLHUM 3 Havnbonee
BOCTpeb0BaHHbIX MeT0o/0B
[LMarHoCTUKM  remopparvyeckoro
3a605eBaHnsA, B OCHOBe KOTOPOro

nveetcs aepmymt nnn
(hyHKUMOHaNbHas
HenonHoueHHoCcTb VWF  (60n1e3Hb
BunnebpaHga, CUHAPOM
BunnebpaHga). Kpome TOro, aToT
MeToq, LienecoobpasHo
ncnonb3oBatb  AnA KOHTpOns
3(h(PeKTUBHOCTH nevyeHus
yKa3aHHOW naTonorum
KOHLleHTpaTamu (hakTOopa
BunnebpaHga.

MeguumHckoe n3genve «TS-
PUN6PMH-MOHOMEP»

npefHa3Ha4yeHo ans
KONNYECTBEHHOTO onpeaenexHus
h1OPMH-MOHOMEPOB (PM),

Haxogsdwmnxca B nja3Me  Kposu
yenoBeka NNM60 B CBOOOAHOIN
thopwme, nmoéo B cocTaBe
pacTBOPUMBIX hnBpuH-



| J

MOHOMEPHBIX KOMIIEKCOB
(POMK) METOAOM
MMMYHOTYpOHAHMETpHH Ha
KOaryaoMeTpax «Technology
Solution».  OnpeaeneHne OM
MMEET 3HAYEHHE NPH Pa3AUYHBIX
BapHaHTax BHYTPHCOCYAHCTOTO
CBEPTHIBAHHA KpOBH (TpoM6O3bI
MarucTpaiabHbiX cocyaoB, TIJIA,
JABC-cuHapom), B TOM uuciae npu
NPUMEHEHUH aHTUKOATYJISHTOB.

HaGop koHTpoabHBIX NAa3mM Ans
KOJM4€ECTBEHHOTO ONpPEAEIEHHS
®M Ha koarynoMeTpax
«Technology Solution» (TS-
®ubprH-MOHOMEP KOHTPOb)
no TY 21.20.23-115-42349142-
2021

P3H 2022/19288 ot
30 nexabpsa 2022
roaa

MeauumnHckoe  u3gene  «TS-
®ubpun-moHomep KOHTPONb»
npeiHa3HayeHo ANs TpOBeACHHUA
BHYTpHNabopaTOPHOro  KOHTPOJA
KayecTBa (Quality Control)
MeauuuHckoro u3nenus «Habop
peareHToB Ans KOJHYECTBEHHOrO

onpeaeNeHuns oM Ha
KOaryn1oMerpax «Technology
Solution» (TS-®ubpun-
MOHOMEp)». Meanumnckoe
usgenne  «TS-Oubpun-moHomep

KOHTPO/b)» MpPENHa3HAYEHO TONbKO
ans Habopa «TS-Dudpun-

MOHOMeEp».
Habop kaaubpoBouHbIX nnam P3H 2022/19253 or | Meanuunckoe  uzneaume  «TS-
AR KOJIHYECTBEHHOrO 27 nexabps 2022 ®ubpun-MoHoMep  kannGpaTop»
onpeaenenus ®M Ha rosa NnpefHa3Ha4eHo IS NoJNy4YeHUs
xoarynomerpax «Technology KanuOpOBOYHBIX  3HA4YEHWH npH
. KONMYECTBEHHOM  ONpeaeieHNUH
Solution» (TS-®ubpun- duGpun-moromepa (PM) Habopom
moxomep kanubparop) no TY «TS-dubpun-moHoMep» Ha
21.20.23-117-42349142-2021 KoaryjaomeTrpax «Technology

Solution».
Habop pearenTtoB ans P3H 2022/19267 ot | Meanumnuckoe  u3genne  «TS-
KOJIMHECTBEHHOTO onpeaencHus | 28 nexabps 2022 NA®»  npeanaskaveHo  ans
[1]1® Ha koarynomerpax roxa KOJIMYECTBEHHOrO  OnpeaeneHus
. NPOAYKTOB Aerpajaumu
«Technology Solution» (TS- ¢F:|6pm|orena u HpHHa (pﬂﬂd)) 5
NAP) no TY 21.20.23-114- nna3Me KPOBH 4e0BEKa METOA0M
42349142-2021 HMMYHOTYpOUAHMETPHM Ha
KoarynoMeTpax «Technology
Solution». naoe ABAKIOTCA
MapKepoM aKTHBaUHH
CBEPTHIBAHHSA KpOBH H
¢unbprHONH3a, NOCKOABLKY OHH
$opMHpPYIOTCS B KPOBOTOKE B pe-
3yl1bTaTe€  JM3HCa  [1a3MHHOM
¢ubpuHoreHa H ¢$ubpuHa.
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P3H 2022/19284 ot
30 pekabps 2022
roga

Habop KanMbpoBOYHbIX NiasM
AN KONMYeCTBEHHOI0
onpepenexHns MNA® Ha
Koarynometpax «Technology
Solution» {TS-MA4®
Kanuépatop) no TY 21.20.23-
118-42349142-2021

P3H 2022/19286 ot
30 fekabps 2022
roga

Habop KOHTPONbHbIX M1asm Ans
KONIMYeCTBEHHOI 0 OnpeeneHns
MAO®P Ha KoarynomeTtpax
«Technology Solution» (TS-
MA® KoHTponb) Mo TY
21.20.23-116-42349142-2021

P3H 2020/10843 ot
17 moHa 2020 roga

KroBeTa ofjHOpa3oBas 4/
NIHEWKN KoarynomMeTpoB
«Technology Solution», B
BapuaHTax MUCMOHEHWUS:

- KioBeTta ogHopasoBas ans
KoarynomeTpoB «Technology
Solution 60», «Technology
Solution 190», «Technology
Solution 400»: K2 (700 mkn) -
1000 wT. B ynakoBKe.

- KioBeTa ofiHOpa3soBas 4/is
KoarynometpoB «Technology
Solution 60», «Technology
Solution 190», «Technology
Solution 400»: K2 (700 mkn) -
1500 LuT. B yrnakoBKe.

- KtoBeTa ogHopa3sosas 4/is
Koarynometpos «Technology
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Bbicokuin  ypoeeHb AP 6yger
perncTpmpoBatbCid Yy 60/IbHbIX C

Tpombo3amu, TPOM6O3IMOONUAMMU.
ABC-cnHgpomom pasnnyHoro
reHesa.

MeaununHckoe usgenne «TS-MOP
Kanubpartop» npefHasHayeHo A1

noslyyeHuns KasIMBPOBOYHbIX
3HAYEHUIN MpU  KOMMYeCTBEHHOM
onpeseneHnn MPOAYKTOB
Jerpagaunm (hmbpnHoreHa n
pubpuHa (NAP) Habopom «TS-
Nnaoo» Ha Koarynometpax

«Technology Solution».

MeaununHckoe unsgenue «TS-MAP
KOHTPONb»  MpeAHasHayeHo Ans
npoBefeHus

BHYTpWNabopaTopHOro
KayecTsa (Quality Control)
MeAVLMHCKOro wusgenus  «Habop
peareHTOB [ KOMMYECTBEHHOIO

KOHTpONS

onpegeneHuns nae® Ha
Koarynometpax «Technology
Solution» (TS-NAD)».

MeanumHckoe wusgenue «TS-MAP
KOHTPONb» MpeAHa3HauyeHOo TOJIbKO
Ans Habopa «TS-MAP».__
MegunumnHckoe usgenne «Kioseta
ofHopasoBsast ans NNHENKN
KoarynomMmeTpoB «Technology
Solution»»  npefgHa3Ha4yeHO AN
pasMelleHns  06pasyoB  niasmbl
KpoBU 7 peareHToB, 7
nepemeLlLMBaHnUs W WCCNeL0BaHUA
npo6 nnasmbl KPOBY MO MeTOAUKaM
KOary/sioMmeTpuyeckoro aHanmsa Ha

NINHenkKe KoarynomeTpoB
«Technology Solution»:
«Technology Solution 4,
«Technology Solution 60»,
«Technology Solution 190»,

«Technology Solution 400».



Solution 60», «Technology
Solution 190», «Technology
Solution 400»: K3 (1 mn) - 1000
LIT. B YNAKOBKE.

- Kiosera ognopasopas ans
koarynomerpos «Technology
Solution 60», «Technology
Solution 190», «Technology
Solution 400»: K4 (1,5 mn) - 500
LT, B YNAKOBKE.

- Kiosera oavopasosas ans
koarynometpos «Technology
Solution 60», «Technology
Solution 190», «Technology
Solution 400»: KS (2 mn) - 400

WIT. B YNAKOBKE.

«ITpomupoynmit pacreop no TY | P3H 2019/9048 ot 04 | Meanumnckoe Hiaeane
21.20.23-001-34065548-2019» | mas 2021 roaa «lpombiBouHLIA pacTBop»
NPUMEHAETCSA B Ka4eCTBE MOIOLLETO
M Ae3HHOULMPYIOINETO peareHTa
AAS OYHCTKH JOZHPYIOWMX CHCTEM
Auneikn KOarynomMeTpos
«Technology Solution»
(«Technology  Solution  60»,
«Technology  Solution  190»,
«Technology  Solution  400»),
koarynometpos «AK» u «lInsula
S00».

INpu noasaenuy Hosux Habopos auHedkn «Technology Solution» noas3osarenu 6yayr
HHPOPMHPOBaHLI 2BTOPH3OBaHHAIM npeAcTasuteneM B PO 000 «JlabopaTtopHeie pemerna»
yepez OduumanvHoe ypeaoMmnenne, nu6o Ha oduumansHom calite www. labsolution.tu,
www.nab-peitienne.pd.

I'naBa 2 Ycranosxa n kaaubposka
2.1 Pacnaxoska npubopa

2.1.1 ITansl pacnakoBKy

Pacnakyiire npuGop u yaanure matepuan ans TpaHcnopTuposkd. Coxpansiite sce
YNAKOBOUHBIC MATEPHANBl M MATESpUanbl A TPAHCTIOPTHPOBKH B CllyHae BO3MOXHOM
nepeBo3KH npudopa.

KopoGka ¢ npubopom A0mKHA CTOATh NPAMO, 8 CTPENKH ACKHS ObITh HanpaBaeHH
BBEpX.
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C  MOMOWbI WHCTPYMEHTOB OTKpOWTe 6GOKOBble CTEHKM  SLUMKA, BblHbTE
MPUHAANEXHOCTU W NPOBEPbTE KOMM/EKTALMIO COrNacHO YNakoBOYHOMY NUCTY. B cnyuae
OGHapy>KeHMs1  HefoCTauM, HEMeANeHHO CBSXKMUTECb C  AUCTPUGLIOTOPOM  MAKM  C
npeactaButensmm O6LLECTBA C OrpaHUYEHHO OTBETCTBEHHOCTbIO «/1a60paTOPHbIE PELLEHUSs».
MpoBepbTe COAEPXXMMOE, KOTOPOE [O/MKHO COOTBETCTBOBATH MEPEYHIO, YKa3aHHOMY B M. i.1

YpanuTe ynakoBOYHbI/ MaTepuan M3 KOPOGKM U aKKypaTHO MOAHUMUTE anmapaT 3a
creumanbHble BbIEMKM C 1BYX CTOPOH MpW MOMOLLM Kak MUHUMYM [IBYX YE/OBEK.

BHumaHue: MpuHagne>KHoCcTW [ONXKHbI COOTBETCTBOBATbL CMNUCKY KOMMAeKTauuu B
nacnopTe npubopa. Ecnu Kakoi-nMbo KOMNOHEHT OTCYTCTBYET, NOBPE>XKAEH UK
He COOTBETCTBYeT KOMMNAeKTauuu B nacnopTe npubopa, obpaTuTeCcb K
ABTOpU30BaHHOMY npeacTasuTeno B P®P. lMo>kanyiicTa, NpaBuibHO XpaHUTe
ynakoBKy [nA [AalbHeiillen ynakoBKM W TpaHCnopTupoBku. Okpy>KawlLias
TpaHCcnopTMpOBOYHAA cpefa pAna npubopa: Te.mnepaTypa -20 °C ~ 55
OTHOCUTENbHAA BNaXXHOCTb o 90 %, 6apomeTpuyeckoe gasneHne 50 kMa - 106
K[Ma. BO Bpemsi TPaAHCNOPTUPOBKM 006paTWTE BHMMAHME Ha WKOHKM «Bepx»
«Xpynkuii» «bepeuyb 0T [JO>KAA UM Bnarum» «Mpefen CcnoeB Ha ynakKoBKe» U
TpaHcnopTupyTe Npubop B COOTBETCTBUM C TPeboBaHNAMMU.

2.1.2 YcnoBus nepeBo3ku

1 Mepea TpaHCNOPTMPOBKOM npubopa, YybeauTecb, UTO OH 3aKOHCEPBMPOBAH,
NMPo600TOOPHAA UrMa HAXOAWUTCA B MOAHATOM MOMOXEHUN.

2. Mpn HOpManbHbIX YCNOBMAX AN MEPEBO3KM Ha Heb6Oo/bluMe PacCTOfHMSA Moiyr
MCNONb30BaTLCA TENEXKM U APYrve TPaHCMOPTHbIE CPeACTBa.

3. B TeyeHue BCel TPaHCNOPTMPOBKM nNpubopa yaensnTe 0coboe BHUMaHWe
COXPaHHOCTK Ancnes 1 NPo600TOOPHON UMbl

4. Bo BpeMsi MepeBO3KM HEOOXO0AMMO fepXKaTb Mpubop B BEPTMKASIbHOM MOMOXKEHUN,
He HaK/OHATb.

5. Heobxoanmo m3beraTb CU/bHbIX BMOpauwuid. Mepef nocneayrowein akcnayataumen
npnmbopa peKoMeHAyeTCs NPOBEPKa M KannbpoBKa.

34

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



¢

2.2 YcoROBHA YCTAHOBKH B KCIVTYaTANHH

Artomarnyeckuii xoarynomerp «Technology Solution 60» nomken ycraHaBnuBaTsCs
KpanupULMpoBaHHbIMM cneunanucTamMu. Koraa Heo0XoaMMO CMEHHMTL MECTO YCTAHOBKH
nprGopa, TAlKE CBOKUTECH ¢ KBAIHGHIIMPOBAHHBIMHK CMICLIMANHCTaMH.

HeobxoanMo oOTMETHTH, 4YTO €CNH BO3HWKAH HEHCNIPABHOCTH, KAaK pe3yabTar
MEPEMELLEHHS CUCTEMBI, NPOBEAEHHOI MONb3OBATENEM, 3TO BEACT NOTEPIO BCEX MAPAHTHHHBIX
0693aTeNLCTB, AGKE, C/IU HE HCTEK CPOK FapaHTHH.

Has Toro ¥ro0m yOeaAuThCA B NpaBHABHOCTH paboTol npuGopa, HEOOXOAUMO MOMECTHTS
ero Ha paGouyio NoBepXHOCTH, OTBEYAIOWYIO CAEAYIOIUM TPECOBAHHAM:

L Baanu oT npaMbIX CONHEYHBIX Nydei;

) B He 3anbineHHOM Mecre;

. OTCYTCTBHE CHABHOTO 3NEKTPOMATHUTHOIO U3NYYEHHA;

. He wucnons3yiite nanHbid npuGop npu HM3KOH OTHOCHUTENbHON BAAKHOCTH

BO3AyXa, 0cOGEHHO NpU HANHYMH BONH3N HETO CHHTETHUYECKMX MATepHanoB (CHHTETHHECKO#
OAeXIbl, KOBPOB M T.M.), MOXKET NPHBECTH K OWIHOOMHLIM PE3yNbTATAM H3-38 BAMSHWA
SNEKTPOCTATHHECKHX Pa3pAa0s.

. CereBas po3eTKa ¢ 3a3cMJiCHHEM OyaeT HaXOAMTHCA B HETMOCPEACTBEHHOM
6nuzocTyu ot npubopa;

. OcraBbTe A0CTATOUHO MecTa Ans pabotel H obcnyxuBanua. Co3znasas ycnoBusa
ans rennoobmena pabotaiowero rnpubopa. ocTasbTe NpUdAnIUTENBHO NO 50 CM OT CTeH 2o
3anueil maHenu, 6okos, Bepxa npubopa;

. Momeiuenue A0MKHO XOPOLLO NPOBETPHBATLCH;

. Haberaiire upeamepHoll BAAXKHOCTH ¥ BHICOKHX TEMNEPATYD;

- Waberaiite eubpaunit u TpACKH.

o Mpubop aomkeH ObIT: yCTaHOBAEH Ha posHoH paboueil nosepxHoctH, Ges

HAKNOHA M HEPOBHOCTEH.

HzroroBHTENh HECET OTBETCTBEHHOCTL 38 NPEAOCTABACHHE NOTpeOMTENIO WM
3aKa3YUKY HHPOPMALIMH 00 SNIEKTPOMArHHTHOH COBMECTHMOCTH 060pyaOBaHuUA.

MoTpeOuTens HECET OTBETCTBEHHOCTH 33 NOMACPKAHME  DIECKTPOMArHHTHO#M
obcTaHoBKM AR obopynosaHHa, obecneuHBalolleif  COBMECTMMOCTb, NpH  KOTOpO#
060pyAoBaHKE AOKHO PYRKUMOHHPOBATH B COOTBETCTBHH C €10 HA3HAYCHUEM,

Brumanue:
Hannsiic npubop pabomaem npu memnepamype okpyxcawmieit cpedst 15 °C ~30 °C

u snasicrocmu < 70 %.

Hocne ycmanoexu w3bezaitme wacmo20 nepesmewienun npubopa. Har ezo
NEPEeMEEHUR UCNOALIYAME yCMOUUuBYI0 mMeEneKy. Yeon HaKioHa ne OvaweN
npeestuiams 15°.

Ocyuqecmennms Monmaxc 4  nepememienue  OONNCHM  UCKIOHUMENDHO
K8QUPUUUPOSAHHBIC CREMUATUCIHM,
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2.3 TpeboBaHMA K UCTOUYHUKY 3N1eKTPONMTAHUA

a.c. 100- 240 B; 2) 50 My/60 My, 3) 400 BT

Mpeaynpe>kaeHve:

1) VICTOYHUK NUTAaHUA MepeMeHHOro TOKa [AO/MKeH OblTb XOPOLWO 3a3em/eH
(Hanpsa>keHue 3a3emneHunsa <5 B).

2) WcTOYHMK nuTaHMa [JO/MKeH ObiTb cTabuneH npu  coyeTaHum ¢
aneKTponpuéopamm BbICOKOW MOLLHOCTU.

3) Mpu o6Hapy>XeHnn abiMa, pe3Koro 3anaxa Wi HeobbIYHOMo WyMa NCxoasaw e oT
npubopa, HemMeANeHHO OTKAWUYMTE NUTaHue U 06paTWTECb B CEPBUCHBLIA LEHTP
ABTOpPM30BAHHOIO NpeacTaBnTend B PO,

4) Ana OTKIOYEHWA LWHypa nNWTaHWa, akkypaTHO MNOTHAHUTE 3a BUIKY,
JAep>KaTbCA HENOCPeACTBEHHO 3a LWHYP KpaiiHe He peKoOMeHaye T cs.

5) He oTKpbiBaiiTe 3afHIOI0 KPbILWKY, OOKOBbIE KPbILWKN W MaHENN BKNHOYEHHOTO
npuéopa.

2.4 TlpucoefuHeHune Tpy6bOoK

Mpubop 06s3aTeNIbHO JO/KEH ObIThb MPaBWUILHO YCTAHOBMEH M UMETb B KOMMMEKTE BCe
Heo6XoAMMble eMKOCTW. [11  MaKCUManbHOW TOYHOCTVM  pe3ynbTaTOB  TECTUMPOBAHUS,
HEo6X0AMMO WCMO/b30BaTh TPYOKM, (UTUHIM W KAHWUCTPbl, MOCTaB/iIieMble B KOMM/EKTE C
npu6opoM. MOHTaX CUCTeMbI TPY6OK OCYLLECTBASIETCS CNEAYIOLMM 06pa3oM.

1) BosbmMuTe TPY6KM ANs AWCTUANMPOBAHHON BOAbl WM TPYOGKM ANs OTXOAOB U3
YNaKOBKMN C NMPUHAANEXHOCTAMM.

2) Togkniouute cuctemy TpyGOK Ans AWCTUNNMPOBAHHOM BOAbl WM OTXOA0B B
COOTBETCTBMM C LIBETOBbIMU OTMETKaMW Ha 3a[]HEi CTeHKe npubopa.

3) TMoaknounTe AaTUMKM YPOBHS XKMAKOCTW B COOTBETCTBUM C MApPKUPOBKOIA.

Pasbem Mofaum AasneHus B Pa3beM NoaaiH BakyyMa

€MKOCTb A4 H \\ B €MKOCTb ANA OTX0A0B

AMCTUANNPOBAHHON BOAbI % @/(, JIATUMK YPOBHS KMAKOCTH B
“} EMKOCTH ANA BOAK

Pasbem nognaun

[AMCTUNAMPOBAHHOIA \@
BOAbI 113 EMKOCTU Il.awm: YPOBHA WHAROCTH B

EMKOCTH OTX0A08B

/

il

\; Pazuém cOpoca oTxonos

PucyHok 2-1. MNogkntoyeHre cuctemsl TPpy6OK
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Hpumeuanue:

I) Cucmema mpybox u Kabenv numanus OORNHCHN Oumbd ROOKAIONEHB! ¢
COOMEeMCemsY C MaPKUPOSKOHE HA IMuKemKe.

2) Hensza manyms uau obpesams mpybxu EMKOCMu O1R OUCIURNUPOBARKON 80061 60
usbexncanue nonadanus 8oosi nod oasaenuem. Ilpu neobxodumocmu ONR CHUNCEHUR
OUBNEHUR HYICHO OCAAGUMb KPWMUIKY EMKOCMU,

3) Ybeoumecs, umo emkocmu Onf OUCMULTHPOSARROU 800N U OMXOO08 PAIMEU(CHH
Ha moii Jice nosepxrocmu, umo u npubop. Hibezaiime nepezuboe u namasicernun mpyoox,
MO MONCEMm HPUBECINU KAK K UCKANCCHUIO PE3YTomanos, max u k nonomxe npubopa.

2.5  YcraHoBKa KNaBHATYPHI H MbIIUIH

[Mpn HeoOxomuMoOCcTH K NpHOOPY MOXHO MNOAKMOMMTh KNABHATYPY H  MBlilib.
IMoaxntoyeHue CHEAYET BHINOAHATH CEAYIOIAM 00pa3som:

1) AKKypaTHO BCTanbTe INTEKEp KNZBHATYPHI B COOTBETCTBYIOWMA pazbeM Ha npasoi
Gokoroi nawean npuGopa, noMeyeHHbl crosoM «Knasuatypanr.

2) BeraBbTe IMTEKEp MBILIA B COOTBETCTBYIOILMH pasbeM Ha npaBoil Gokoso#t naxenu
npuGopa, nomMeueHHsiil cnoBom «MbiLby,

2.6 VYcrasoexa BReMINEro OpHMTEpa

1) Moaxkniounte oauH KoHell kKaGena npuHTepa B USB nopt npuuTepa.

2) Moaxmouute Apyro# koHen kabens npuntepa B USB nopr npubopa.

3) INMpu 1eoOX0AUMOCTH YCTAHOBUTE ApaitBep LA NOAKAOYAEMOr0 NPUHTEpA.

4) MoacoeanHUTe NPHHTEP K UCTORHUKY 3NEKTPOMUTAHMS C NOMOWDBIO CETEBOTO
Kabens.

5) Bxmounte nputrep, 4Tob6t HauaTh paboty.

2.7 Kaanbposka npubopa

Kanubpoexy npubopa cneayer NpoOBOAHTS NpY NOMOIM KAaMMOPOBOMHBIX MAa3M.
Kann6poBouHbiii TeCT HET HEOOXOAHMMOCTH COBEPLIATH EXKEAHEBHO, HO 00A3aTeNbHO XOTA Ob!
OAHH pa3 A kakao# HosoH cepun Habopa peareHTOB, HyXuawtieHcas B KanuGpoBke.
JlaHHble, nonyyeHHble B pesynbrate Kamubposku, GyayT HCnonb30BaThea A0 TEX NOP, OKA He
OyayT coOXpaHeHbl AAHHbIE HOBOI KaTUOPOBKH.
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"nasa 3 3anyck

MepeyeHb MEAUUMHCKUX W3AEeNUiA M PacXOfHbIX MaTepuanoB, HeobXoauMmbiX Ans
MPUMEHEHNS COBMECTHO C MEAUUMHCKUM u3genveM «ABTOMATUYECKMIA  KOarysniomeTpo
«Technology Solution 60» Mo HazHa4eHUIO.

[Nna BbINOMHEHWUA UCC/Ie0BaHNA CUCTEMbI remMocTasa (TecTMpPOBaHMA) B NiasMe KpPoBK
no npuHuMnaMm, ykasaHHbiM B n. 4.2.1, 422 wn 4.2.3, npubopy Heob6xoAuMbl Habopbl
peareHTOB, KannbpaTopbl, KIOBETbl W NPOMbIBOYHBIA pacTBOp. Bce Heobxogumble Ans paboTbl
npubopa KOMMOHeHTbI YKa3aHbl B pasgene 1.7 HAaCTOALLEro PyKOBOACTBA.

Habopbl peareHTO0B.

Habopbl peareHTOB HEOOXOAMMbI /1 NMPOBEAEHUA UCCNef0BaHNUA CUCTEMbl remocTasa v
NoAroTaBnMBalOTCs N8 paboTbl Npubopa B COOTBETCTBMM C YKa3aHUAMM, W3/I0XKEHHbIMU B
COOTBETCTBYHOLMX WMHCTPYKUMAX MO NPUMEHEHWUI0 AaHHbIX HabopoB. MMOPALOK NPUMEHEHMUS
peareHTOB OMWCaH B rnase 6 HaCTOALLEro PyKOBOACTBA.

KioBeTbl ofHOpa3oBble (CM. NYHKT 1.2.3 n 1.7HaAcTOALLero pykoBoACTBA)

KtoBeTbl MOCTaBnATCA B ynakoBkax. KrooBeTbl K2 ycTaHaBnMBaKOTCA B LUTATUBbLI ANA
N3MepuTeIbHbIX KIOBET, 06LLee KOMIMYECTBO KIOBET, pacronararoLmnxcs Ha 6opTty 72 LWT.

ABTOMaTunyeckuii Koarynometp «Technology Solution 60» aBToMaTM4eckn onpegensiet
Hanuve KoBeT. EcnM KiOBeTbl He Obliv 0O6HapyXeHbl B LUTaTMBE BO Bpemsi paboTbl,
aHanM3aTop npuocTaHaB/MBaeT paboTy W BblfaeT COOTBETCTBYHOLLEe COOOLLEHME HAa 3KpaHe.
[ns BO3MOXHOCTM COBMECTHOIO WCMOMb30BaHWUSA KIOBET C KOaryioMeTpoM W NpaBW/ibHOCTU
BblaBaeMbIX pe3ynbTaToB Heo6X0AnMO y6eauTbCs B HaMUMW CheunanbHOW MapKUpOBKY Ha
BEPXHEN rpaHn KaXaol KioBeTbl (CM. MyHKT 1.2.3 HaCTOALEro pyKoBOACTBA).

MpOMbIBOYHbLIN pacTBOpP (CM. NYHKT 1.7 HACTOSLLEr0 PYKOBOACT BA)

MpOMbIBOYHbIA  PacTBOP MCMOMb3yeTCs A1 OYUCTKM NpoB00TO0pPHUKA BO Bpems
paboTbl. LIMKN 0YMCTKM MPOM3BOAMUTCA B COOTBETCTBUM C 3aBOACKMMW YCTaHOBKaMM, Takxe
[OMOMHUTENbHbIE LMK/bI MPOMbIBKM MOXHO YCTaHOBWUTbL B HacTpolikax TecToB. [Mpouegypbl
YCTAHOBKM Y 3aMeHbl NMPOMbIBOYHOI0 pacTBopa OnucaHbl B rnaBe 6 HaCTOALWEro pyKoBOACTBaA.

Ka'wb6paTopsl

Kannbpatopom HasbiBaeTCcqd o06pasel, C 3aBeOMO M3BECTHbIM 3HAYeHWEM aHanuTa,
MOMYYeHHbIM NPU NPOWM3BOACTBE W NPUMEHSETCH AN KanmbpoBku TecTa. B 3aBucMMoCTU OT
KOHKPETHOro Metofa MOryT NPUMEHATLCA Habopbl KannbpaTtopoB (CM. NMYHKT 1.7 HacTosLeEero
PYKOBOACTBA), TaK U Kanumbpatopbl, BXOAsLiME B COCTaB HabopoB peareHTOB. [MprvMeHeHue
KasmbpaTopoB BLIMOMHAETCA A1 MOJIYYEHUA PACYETHLIX BEIMYMH Kaimbpyemoro MeTofa.
MocTaHOBKa KanmbpaTopoB Ha 60OPT aHanm3atopa OCYLLeCTBASETCA B OTCEK A/1d 06pasyoB C
NPUMEHEHNEM CreunanbHbIX KHOBET MeAUUMHCKOro usgenus «KioBeta ofHopasoBas Ans
NHekn koarynometpos «Technology Solution»», B BapuaHTax UCMONHEHUA:

- KioBeTa ogHopasoBas A/1s koarynomeTtpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K3 (1000 wT. B ynakoBkKe).

- KioBeTta ogHopasoBas gna koarynometpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K4 (500 wT. B ynakoBKe).

- KioBeTa ogHopasoBas ans koarynometpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K5 (400 WT. B ynakoBKe)

(perunctpaymoHHoe yaoctoeepeHme Ne P3H 2020/10843 ot 17 noHa 2020 roga).
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Kiosersi K3, K4, K5 aBnfiorca yHHBepCaNbHLIMH AJIA MCMIONIL30BAHMA KaK NpH
BHIMONHEHHA XaNWOPOBOYHBIX NPOLERAYP, TAK H TMPH  BHLINONHEHWM  EXEAHCBHOTO
BHYTPHIAGOPATOPHOTO KOHTPONA kauecTBa. KIOBETH HMEIOT PasnuYHYI0 BMECTHMOCTS!
kioseta K3 - 1 M, kiosera K4 - 1,5 mn, xiosera K5 -2 mn.

Mamepuanst Onz npoeedenus KORMPOR Kadecmea

Jns nposeacHua APOLEAYPbl KOHTPONA KAYECTBA MCMOAL3YIOTCA COOTBETCTBYIOUHE
KOHTpOJibHEIE MaTepHanul (nAa3Mui). PeareHTH ANS OCYIECTBNACHHA KOHTPONA Ka4ecTsa
YCTaHABJIMBAIOTCA B OTCeK Ans oOpasuoB, B cneuManbibix Kioserax. Jlna 3Tx uesed
MCHONB3YETCH MeauuMHCKoe u3denne «KioBeTa ogHOpasoBas ANA NHHEHKH KOAryJIOMETPOB
«Technology Solution»», B BapHaHTaxX HCTIONHEHHS:

- Kiosera oanopasopas ans koarynomerpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K3 (1000 wr. 8 ynakosxke).

- Kioseta ognopazosas ans koarynometrpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K4 (500 wr. 8 ynakoske).

- Kioseta oasopasosas A koarynomerpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K5 (400 wt. B ynakopke)

(perucTpaunontoe ynoctosepenne Ne P3H 2020/10843 ot 17 wiona 2020 roaa).

Obpazyvt

OOGpasetl - 3TO NOPLHA MWNA3MBl KPoBH NauueHTa. O6pasLioM Takke MOXKET Ha3bIBaTLCA
MaTepHai, ¢ YYaCTHEM KOTOPOTO BLINONHAEMCA TECT, B 4YacTHOCTH xanuGpatopm M
KOHTPONLHbBIE na3Mbl.
O6pasns YCTAHABNMBAIOTCA B AWCK AN8 0oOpasuoB. MoXHO HCNONB30BaTH NEPBHYHBIE
npoGYpKH W yaweykH ana obpasios.

3.1 IIpHroTOoRJIEHNS Nepex 3aAMyCKoM

Nepen nauanom paGoTbl Ha npubope MOAL30BATENDL AMDKEH BLIMOAHHTH CAeAylolHe
aedicreun:

1) [IpoBepHUTH AOCTATOYHO AKX AHCTHANHPOBAHHON! BOABL.

2) OnycTowuTs EMKOCTD ANA OTXOA0B.

3) JlobaBuTb HeoOXOAMMOE KONHYECTBO HIMEPHTEABHBIX KIOBET.

4) OnycTownTs eMKOCTb 418 OTPAGOTAHHBIX KIOBET.

5) Y6eautnhca B TOM, HTO HET NPENATCTBHH UIA ABHXCHHA MEXaHWHECKHX YacTeid,

6) TMporeputhb NoaxatoueH a1 npubop k cetw, yepes UBIL.

Hpumeuanue:

IIpu pabome c scuoxkumu omxooamu, ece20a Hadesaiime 0OHOPA30EsIe MeOUYUNCKUE
nepuamxu. flocne oxonuanun pabome: 6WMolme pyKi 8 GHMUCERMUNECKOM pacmeope.

Ipu xonmaxme ¢ Kpoesio uURU OPYuM MAMEPUATION, 80IMONCHO UHPuKuposanue
namozennoit gropoii. K eonpocy ymunusayuu ompabomannusix Mamepuanos credyem
nodxodums cepve3no, ¢ coliniodenuem 8cex HeobXOOUMMX HOPM.
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3.2 Bxof B cuctemy

Nocne BKNOYEHUS npl/|60pa N 3arpyskm CUCTeMbl NOABUTCA OKHO ANA BXOoAa C CUCTEMY:

Aok 0]

MKW

bl

trmm

PucyHok 3-1. Bxopg B cuctemy

Wcnonb3ys ums nonb3oBatens «ALMWHWACTPATOP», YCTAHOB/IEHHOE MO YMOMYaHWI0 1
naponb «888888» Bbl MOXETE BOMTU B CUCTEMY MpuGOpa B Ka4yecTBe ornepaTtopa. Ecnm Bbl He
NCNONb3yeTe BHELLHIOK KNaBMaTYpy, HY)XXHO HaXaTb 3HaYOK Ha MOHUTOpPE, M306paxaroLiuii
KnaBuaTypy, Ans Bbl30Ba BUPTYa/IbHOI KnaBMaTyphbl 1 BBECTU Naposib.

3.3 [naBHOE MeHI0

Mocne ycnewHoro Bxoaa B CUCTeMy nepef, BaMu MOSBUTCS OKHO F/TaBHOTO MEHHO:
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PucyHok 3-2. 'naBHOE MEHI0

NaBHOE MEHID - 3TO OCHOBHOE OKHO [/19 BCeX M0/b30BaTefiel aBTOMaTUYeCcKoro
koarynometpa «Technology Solution 60», B KOTOPOM M0/Ib30BATENM MOTYT HaXaTb 3HAYOK AN
BbI6Opa KOHKPETHO onepayuu.

Mpy HaxaTum Ha Hagnuch «Technology Solution 60» B rnaBHOM MeHO NMOABUTCA OKHO
C UH(opmauuell 06 aBTOPCKMX NpaBax WU BEPCUW CUCTEMBI.
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PucyHok 3-3. NHpopmaums 06 aBTOPCKUX NpaBax 1 BEPCUN CUCTEMBbI
HaxmuTe «X» 414 Bo3Bparta B rnaBHOe MeHIO.

3.4 ®YHKUMOHANbHbIA MOAYNb

Bce (yHKUMOHaNbHblIE MOAYNM OTO6GPaXarTCA Ha KHOMKax rnaBHOr0 3kpaHa. Wx
OCHOBHbIMU (hYHKUMAMU SABNAKOTCS:

1) MpoBeaeHne aHann3oB (KHOMKa |AHanum3|): BKAOYaeT B cebs mapameTpbl MO3vLui
peareHTOB, pefakTUpOBaHWe WHGopMauMn O npobax, a TaKkKe O CPOYHbIX o0bpasuax
(nogpobHee B rnase 6).

2) MapameTpbl KOHTPONA KayecTBa (KHOMka KOHTPOSb KayecTBa]): BKIHOYAET B cebs
napaMeTpbl MaTepuasnoB AN KOHTPO/A KayecTBa, AuvarpaMMbl KOHTPO/A KayecTBa, a Takxe
OTYET M MeyaTb AaHHbIX NONYYEHHbIX Nocne KOHTpons (nofpobHee B rnase 7).

3) MapameTpbl KannbpoBky (KHOMKa |Kanmbposkal): BKIOYaeT B ceb6s CTaHAapTHble
HacTpOiKW, NapaMeTpbl CTaHAApPTHOW KanMbpOBKW, PYYHON BBOJ, KalMOPOBOYHbLIX [AHHBIX, &

TaKXXe OTYET M NneyaTb AaHHbIX U KaMBPOBOYHbIX Anarpamm (nogpobHee B rnase 8).

4) HacTpoiikm TecToBbIX MNPOTOKONMOB (KHOMKa |TecTbl|): BKOYaeT B cebs
MH(OpMaLMIo 0, HaCTPOIiKax 1 NpoBepke napameTpoB (Noapo6Hee B rnase 4).

5) 3anpoc otyeTta (kHonka [Otuetl): BKNtOYaeT B Cebs 3anpoc M neyarb UCTOPUM,

yNopsiA0YeHHOI Kak Mo naumeHTam, Tak 1 no napameTpam (nogpo6Hee B rnase 9).

42

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



9

6) Hactpoiiku cucTemb (KHONKa : skmoyacT B ceGa unopmaumio o
neyebHOM YUpEKACHWH, PeareHTax, CTATHCTHKE WCTOpUH Oonesnu, KOMOHHMpOBaHHbIE

HACTPOHKH, XKypHan 3anpocoB, NApaMeTpul CHCTEMB), 3arpy3Ky ARHHBHIX W €XeJHEBHOC
ofcnyxupanke (noapobHee B rase 5).
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MnaBa 4 HacTpoWKky TeCTOBbIX NPOTOKOJIOB

HaxmMuTe KHOMKY [ecTbl B F1aBHOM MEHIO /15 Bbibopa onpefeNieHHbIX NapaMeTpoB:

Pr AT m ® = e
u W I v
w X m m
s o Ry Hp 3 o
- N -, terd  f temd ltems
[ Hem jf Om o
gial xti

PrcyHOK 4-1. HacTpoiiku TeCcT-npoTOKON0B

MepBble 27 TECTOBbIX MPOTOKOMOB aBTOMAaTMYecKoro Koarynometpa «Technology
Solution 60» O0THOCATCA K OCHOBHbIM BCTPOEHHbIM NapameTpam. [pyrve Tpy napametpa TecTa
Ha 3TOM 3KpaHe 3ape3epBMPOBAHO A1s TeCT-NPOTOKOMOB, CO3[jaBaeMbIX MOb30BATENSAMMU MO
Mepe Heob6xoAuMmocT. HaxmuTe KHOMKy |Cnef.|, uTOGbl YBUAETb CheaylolMe TecTOBble
MPOTOKO/bI, CO3AaBaeMble MO/b30BATENSAMI MO Mepe HEOBXOANMOCTM W BbIGpaThb HYXHbIA A/1s

OTKPbITNA OKHa HaCTPOEK:
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HasBane Tecta  LLL MonHoe HasBaHMe | EL, = 3

ANropuT™ jfor FT ~MNasoH HopH hi li4
UyBCTBUTE/ILHOOb |Hy|3|(|/|i7|3 Touka cBepTbIBaHUA (% (so MakcumansHoe Bperfn(c) [i20
Mpo6a (Mk) AnnoeHt Obbem guntoekta (k) Mpe/lnpovbieka Mocr-npombiBka [
Sl )50 1 di 1 W X[r .dx 0 d
r_..
1 ) “ 31 r zl Xo 31

Wnky6aulr (c) Hass. peareHTa O6bem peareHTa (HK/) Mpen-np<t-lbieka MOCTHpObBa
RL |180 IpT ! 31 zIl Xjo zl
R2 1 1 dl 1 Jx|o 31 3xF
RB 1 1 J 1 zl~ il J Xjo
r [ MapameTpbl NOBTOPHOrO TECTA

Bepx, npegen ] Hwx. Mpegen | Bepx npegen Hwx. npegen

7 Cwmelunsanme YpoBeHb  |Hii3Kkuii
Kopp. chaktope! Mapa™oTp KpUBOiA

K bO HacTtpoiiku
Meuatb 9E1 m

PucyHok 4-2. OKHO HacTpOWKK TecT-NnpoToKona

4.1 HacTpoilkn napameTpoB

B MeHI0 HacTpoekK Bbl MOXKeTe YCTaHOBUTbL CNeAyioLL e TeCTOBbIe napameTpbi:

1) HammeHoBaHMe TecTa:
AHIIMIACKOe HaMMeHOBaHMe napameTpa - 15 CMMBOMOB.

2) [TlonHoe HavMeHOBaHUe:
AHINIACKoe HaumeHoBaHMe napameTtpa - 30 CUMBOOB.

3) EOVHWLBI n3MepeHus:
Bbl60p eAVHULbI M3MEPEHNS U3 MPELTOXEHHOIO CMUCKA.

EAVHWLBI U3MEpPeHNs pacyeTHbIX TECTOB:

[ns npeactaBneHMsi HEKOTOPbIX TECTOB TpebyeTcs 60nee OAHOM eAMHWULbI WK
TpebyeTca UCNonb3oBaHWe KoaPduumneHTa nepesoga. Mpumepom MOXeT 6bITb TecT MNB wm
MpoTpomM6UHOBOE Bpems, rae ans nonyyeHus sHavyeHns MHO (INR) HeobX0AMMO 3HaueHue

MWY. ECTb HECKONbKO BapuMaHTOB MOSyyYeHUs pacyeTHbIX eguHNLL:

» OTHowWweHue, MO (Ratio)

* MHO (INR)

EQuHULBI n3MepeHns KannmbpyemblX TeCTOB:
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Ecnm TecT TpebyeT KanmbpoBKM, HEOOXOAMMO BbIGpaTb eAuMHULbl WU3MEpPEHUs, B
KOTOpbIX OyaeT npeAcTaBneHa KanmbpoBoyHas KpuBas. MOXHO BblbpaTh cnefyoLiue
eaNHNLbI:

-rin(g/l),

- mr/mn (mg/ml).
mkr/mn (ug/ml).
mr/gn (mg/dl),

Hr/mn (ng/ml),

Ea/mn (1U/mi).

OkHO «[lapameTp pacuyeTa» BK/IKOYAEeT BO3MOXHOCTb BHECEHUSA pedepeHCHbIX
[ManasoHoB M0 KaXAOMy aKTMBMPOBAHHOMY napameTpy. [nsa WHTeprnpeTauun nosyyvaembixX
pe3ynbTaToB TecTa Heo6X04MMO 06paTUTLCA K MHCTPYKLUM Habopa peareHToB, NPUMEHSEMbIX
Ha aHanmM3aTope (CM. MyHKT 1.7 HacToALLEero pyKoBOACTBa).

4) YyBCTBWTENbHOCTL:
Bbl60p 4yBCTBUTENbHOCTU M3MEPEHUSA: HU3Kasl, BbICOKasA U CPesHss.

5) Anroputm:

Cuctema BKIHOYaET TPU METOAAa TECTUPOBAHUA: KOArynsuMOHHbIA, XPOMOTeHHbIA W
UMYHHOTYpPOUAUMETPUYECKMIA. [N pasHbIX MeTOAOB TeCTMPOBaHWA MOMb30BaTe/lb MOXET
BbIOpaTb COOTBETCTBYIOWMIA aNropuTM TeCTUPOBaHWA, Hanpumep, Ans Tecta PT B KayecTse
anroputMa TectuposaHus for PT, a ans FIB - Tor FIB.

6) Avana3oH HopM. [1a OnpefeneHHbIX MapaMeTpoB MO0/Ib30BaTeNb MOXET 3af4aTb
HOPManbHOE 3Ha4YeHMe COOTBETCTBYHOLLMX pPe3y/nbTaTOB U WX [Auana3oH, KOTOpbIA 6OypeT
oTobpaxkaTbCA Mpu Bblgaye pesynbTara TeCTUPOBaHMS.

7) TapameTpbl MOBTOPHOrO TecTa:

Mpn BbIGOpPe MOBTOPHOrO aHanmsa fBa WM 6Gonee pa3 CUCTEMA aBTOMATMYECKU
NMPOM3BOANT MOACYET CpefHEen BeNMYMHbI  pe3y/bTata TecTa; KO/MYeCTBO MOBTOPOB
TECTMpOBaHMs MOXeT ObITb BblGpaHo 40 10 pas.

8) Touka cBepTbIBAHUA:

Mosib3oBaTeNb MOXET BbI6paTb TOUKY OCTAaHOBKWU W3MEPEHUs CBEPTLIBAEMOCTY KPOBU
019 KoarynaumoHHoro metofa mexgy 2 % - 80 %. A Takxe BblopaTb Bpems Hauvana
n3vepebEXxsa Ans XpOMOreHHOro aHaimsa u UMMYHOTYpOuANMeTpun, B AnanasoHe BpemMeHu oT 1
CeKyHAbl 40 600 CeKyHZ, KOTOPbIA MOXET U3MeHSATb YBe/nyeHnem Ha 1c.

9) MakcumanbHoe Bpems:

Monb3oBateslb MOXeT BblopaTb MakCUManbHOe Bpems CBEPTbIBAEMOCTW [ANA MeToda
Koarynaumm B uHTepsasie oT 90 fo 600 cekyHA, a TakKe BpeMsA OCTaHOBKW M3MepeHus Ons
XPOMOrE€HHOI0 aHann3a n UMMYHOTYpPOMANMETPUN B MHTepBane OT 1cekyHAbl Ao 600 cekyHA,.

10) O6bem npobbl (MKN):

Monb3oBaTe/lb MOXET BblopaTb 06beM 3abupaemoit nNpobbl B gnanasoHe 4 MkA~120
MK/I. ECiM AUNIOEHT He UCMO/b3YeTCsA, MOXET ObITb BbIGpaHo 20 MK Unn Gonee.

11) Twvn guntoeHTa:

Monb3oBaTe/lb MOXET BblbpaTb pa3baBuTe/lb UM YCTaHOBWUTL NapaMeTp peareHTa.
MoppobHee B NyHKTe 5.1.
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12) Obwvem annioexTa:
MMone3oBatens MoXeT BEIOpaTh o0BeM 3abupaeMoro mwnoeHTa. Ecan AMmioeHTHI
HCMOAL3YIOTCA TOMBKO AN KANHOPOBKH, BHOEPHTE HYXXHBIH AMITIOSHT H HaxmuTte § MKN.

Hpumeuanue: Ybeoumecs, wmo obuiui obvem 3abupaemozo ounioenma u obpasya
naxodumcn ¢ npomedxncymie 20 mxn~130 mxn.

13) Mpomeiska ao u nocne 3aGopa npobei:

Monb3osaTenb MOXET BHIGPATh WK NPOMBIBKH € MAKCHMALLHOH 4acToTo#H 9 pas 110 #
nocne 3a6opa NpoGsl, NPH OTCYTCTBHH HEOOXOAHMOCTH B NPOMBIBKE HYXHO BHIOpaTh «0».

14) S2 obbem npobui (M) (BTOpo#l War pa3BeacHHA):

Ipu HeoOGxoaHMOCTH MOXHO BHIOpaTh KonuuecTBO 3abupaemoit npobel Ha BTOPOM
JTane passeAcHus B uHrepsane 4 Mxa~120 mxa.

15) Tun anmoenTa (BTOpoi wWwar passeAcHNA):

[Tons3oBaTenh MOXeT BbIOpaTt pa30aBHTENL ANA BTOPOTO 3TANa DPA3BEACHHA M
yCTaHOBHTH napametp pearenra. [loapoGree B mynkre 5.1.

16) O6bem aunioeHTa:

Koanyecreo pazGaBuTens, MCronb3yeMoro Ha BTOPOM 3Tane pasBefieHHA B AHANAIOHE
0 Mkn~200 Mk,

Hpumenanuue: Ybedumecs, umo obujee konugecmeo untoenma u npobst naxooumca
¢ urimepeane 20 mxn~130 mrn.

17) INpombieka a0 1 nocae 3a6opa (Ha BTOPOM ITANE pa3BeRCHHA):

Mons3oBaTeNns MOXKET BHOPATH LIVKA NPOMBIBKY ¢ MAKCHMANbHOH 4acToToi 9 pas ao u
nocne 3a6opa npoGbl, NPU OTCYTCTBHH HEOOXOAUMOCTH B NIPOMBIBKE HYKHO BLIGpaTh «0»,

18) UuxybaunonHoe Bpems pearcHTa |:

BriGepure WHTEPBAA ¢ MAKCHMAnbHbIM 3HaueHHeM 30 cexyHA B NEpHOA Mexay
BpeMEHEM Hauana noAorpesa npoGel W BpeMeHeM no0aBneHHs peareHTa |, KOTOpoe MOXKeT
65T MIMeHEHO yBennuenneM Ha 30 cexyHa. OaHaKo, eciH pesxMM NpoMBIBKH BuIOpan cpasy
ke nocne 3a6opa NpoBel, KakAIH NpoMbIBOYHEIH UMK Oyaer ypeauyeH Ha 30 cexyna. K Tomy
ke, eCNin peXuM MPOMBIBKH BbIOpaH no nobaBneHua pearenta |, KaKAGIA LUHKN NPOMBIEKY
Oyaer ysenmuueH eine Ha 30 cekyHa.

19) Haumenosanue peareura | (R1):

BriGepHTe HaHMeHOBaHKE W NapaMeTphl pearenTa. floapobuee B nyrkre 5.1.

20) Koawnuecrso 3abnpaemoro pearenra | (R1):

Vcranopute obbem 3aGopa pearenta | (RI) mMexay 4 mkn~200 mMkn, kotopeiit Moxer
ObITh M3MEHEH yBenH4eHHeM Ha 1 MKN,

21) Mpomeuieka a0 ¥ nocne 3abopa (R1):

BuifepuTe UMKN NpOMBIBKM ¢ MaKcHManbHOH dactotodt 9 pas no v nocne 3abopa
pearexTa |, NpH OTCYTCTBHU HEOOXOAMMOCTH B NPOMBbIBKE BuGEpHTE «O».

22) HukybaumoHHoe Bpems peareHTa 2 (R2):
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Bbibepute WHTEpBasl C MakKcUMaibHbIM 3HavyeHnem 30 CeKyHA B MNepUof Mexay
BpeMeHeM fo6aBfieHns peareHta | u peareHTa 2. OfHAKO, €C/IM PeXuM MPOMbIBKM BblbpaH
cpasy e nocne 3abopa Npobbl, KaXAbli NPOMbIBOYHbINA LMKN OyfeT yBenuyeH Ha 30 CEKYHA.
K ToMy >Xe, eCnM peXxuM MNpOMbIBKM BblbpaH A0 A06aBfeHWs peareHTa 1, KaXAbli LKA
MPOMBbIBKM 6YAeT yBennyeH ewe Ha 30 CeKyHA.

23) HammeHoBaHme peareHTa 2 (R2):

BbibepnTe HaMMeHOBaHWe peareHTa 1 napameTpbl peareHTa. lNoapobHee B NyHKTe 5.1.

24) O6bem 3abmpaemoro peareHTa 2 (R2):

BblbepnTe KONMYECTBO 3abMpPaeMoro peareHta B guanasoHe 4 mkn~200 MK, KOoTopoe
MOXeT 6bITb U3MEHEHO YBEIMYEHNEM Ha 1 MKJI.

25) TMNpombiBKa 40 1 nocne 3abopa peareHTta (R2):

BbibepnTe UMK MPOMbIBKM C MakKCUMa/bHOW 4acToTol 9 pa3 Ao v nocne 3abopa
peareHTa 2, Npu OTCYTCTBMM HEOOXOLMMOCTU B MPOMbIBKE HAXMUTE «O».

26) WHKy6aunoHHOe Bpems peareHTa 3:

BbibepuTe MHTepBan ¢ MakcumasbHbIM 3HavyeHMem 30C B Mepuofg Mexay BpemMeHem
pob6asneHns peareHTa 2 u peareHTa 3. OfHAKO, €CN PeXMM MNPOMbIBKM BblOpaH cpasy >xe
nocne 3abopa Npo6bl, KaX[blAi NPOMbIBOYHbIA UMK OyaeT yBenuueH Ha 30 cekyHi. K Tomy
XE. ec peXum NPOMbIBKM BbI6paH A0 A06aBneHWs peareHTa 1, KaXAbld LMK NPOMbIBKM
OyzeT yBenuyeH eue Ha 30 CeKyHA.

27) HaunmeHoBaHue peareHTa 3 (R3):

Bbibepute HavMeHOBaHVe 1 NapameTpbl peareHTa. MogpobHee B nyHkTe 5.1.

28) O6bem 3abupaemoro peareHTa 3 (R3):

BbibepuTe 06beM 3a6MpaemMoro peareHta B gnanasoHe 4 mkn~200 MK/, KOTOPOe MOXET
ObITb N3MEHEHO YBENNYEHNEM Ha 1 MK

29) MpowmbliBKa go 1 nocne 3abopa peareHta (R2):

Bblbepute LMKA NPOMbIBKA C MakKCUMManbHOW 4YacToTolM 9 pa3 [0 M nocne 3abopa
peareHTa 2, Npu OTCYTCTBUN HEOOXOAMMOCTM B NPOMbIBKE HXMUTE «O».

MpumeyaHune: Yb6egnTecb, 4TO 06Llee KOAMYECTBO BCEX PacTBOPOB B KIOBETE He
MeHee 150 MKn u He 6onee 400 MK,

30) HacTtpoiika aHanM3a ¢ NOBTOPHbIM pa3BefeHVEM:

BbinonHaeTca NOBTOpPHOe TecTMpoBaHMe obpasua nocre 3afaHHOro MHOXeCTBEHHOro
pasBefileHVs. BblbepuTe BepxXHWE W HWKHWE Npefenbl pesynbrara, a TaK >Xe KO3PMULMEHT
pasBefieHns. B cnyyae ecnu pesynbTaTtbl TecTa BbIXOAAT 3a 3TW 3HAYeHWUs, obpasel, JO/MKEeH
MPONTW TeCTUPOBaHMe CHOBA MOC/e 3aaHHOr0 MHOXECTBEHHOro passefieHus. lMocne Bbi6opa
CUCTEMA aBTOMAaTNYECKW 3aMyCKaeT 3Ty PYHKLMIO.

31) HacTpoiika NOBTOPHOr0O aHanmsa:

Ecnm Heo6XxoAMMO NpPOBECTU MOBTOPHOE TeCTMpoBaHMe 06pasla, BblbepuTe BEpXHUE U
HWKHWe npefenbl pe3ynbTaTa. ECM 3HayeHMe TeCTMPOBAHWA BbLIXOAWUT 3a 3TW Mpejensl,
obpaseu, 6yfeT NpoTecTMpoBaH 3aHOBO. [loc/ie Bblibopa CMCTeMa aBTOMATUYECKMN 3amnyCKaeT 3Ty

(hYHKUMIO.
32) W3meHeHue opmyrbl:
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Hamenenue pesyavraroe uaMmepenuid. ®opmyna: Y=KX+B; rae: X - pesyabratr
umepenuii, Y — wamensemuiit pesynsrar. Ecan B M3MeHeHMsX HeT HeoGxoaumocTH, Bl
moxeTe BuIGpaTs 3HaueHns K=1 u B=0.

33) HakmuTe KHONKY [COXPAHHTH AR COXPAHEHUS 3HAUEHHS TEKYILErO NapameTpa.
34) Haxmure kuonky [leuats. Hakmute KHonky AR BHIXOAA M3 TEKYLIETO
OKHA W BO3BPAIICHNUS B MMABHOE MEHIO.

4.2 TlapameTpbl METORA HCCTIEIOBAHAS
4.2.1 Koaryasumnonsniii meron (Ilpounentuntii MeToa HecnenosaHns)

B onTuueckoli cucTeme MeToAa KoarylaumH Henonssyerca 90 % onruueckoro
pacceaHus + % or xonewHolt ToukU. MCTOMHMKOM CBETa ABASETCA yALTPA APKHH KpacHIl
CBETOAHOA € JUTHHOW BOMHEI 660 HM, ¢ GUABTPOM BBICOKOID paspewreHus. Ceeronoit dunstp
HaNpABIAET CBETOROH MOTOK DPEAKUMOHHYIO <Mech. POTOAHOA NPUHUMAET pPacCeAHHbLIA
cBeToBOi MOTOK noa ymoMm 90° u npeobpasyer ero B 3nextpuueckuid curnan. [locne
npeoBpasoBaHns CBETOBOMO MOTOKA 8 UHGPOBOA curHan KomnsioTep 00pabaThiBaeT AaHMbIE,
CTPOWT PEaKUHOHHYIO KPMBYIO KOArYNAUMH W OMpERENseT BpeMs KOArylstiMM M0 METOAY
NPOLEHTA KOHEYHOH TOYKH.

HMHTEHCHBHOCTD
paccesHns
HHTEHCHBHOCTD
HW3MEHEHHA CKOPOCTH
pacceaHun
t Bpemsa Koarynsauuu

PucyHox 4-3. PeakunonHas Kpueas

3a npoueHT GepeTca BpeMs CBEPTRIBAHKUA.

B MOMEHT, KOrAa peareHT TONLKO A0GaBNEH, YpOBEHb PacCesHHOro cera Oyxmer
cocTapasTts 0 %, Koraa ke peakuuss CBepTHIBAHMS 3aBeplUHTCA, oH Oyaet cocrasaats 100 %.
OCHOBLIBARCH HA KPHBOH PEaKLHH, BPEeMEHEM CBEPTHIBAHHR MOXHO CUWTATH BpEMA, KOTAA
MHTEHCHBHOCTb PACCESHMA AOCTHrAeT ONpelesNeHHoro TecToeoro npoucHra. Ha pucynxe
TOMKA KOArylAUMWM ycraHosieHa Ha S50 % M nojbl0BaTENh MOXET HACTPOMTL NPOUCHTHOE
3HAMEHHE TOYKH KOArysaLUMN JUIA KAXKAOre BPEMCHH B 38BHCHMOCTH OT KOHKPETHOW CHTYauuH.
Yem mMeHbUIC 3HAYESHHE, TEM KOpoue OyAeT BpeMs peaynbTaTa.

49

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



TecTbl, KOTOpble OCHOBbIBaKOTCA Ha 3ToM Metoge: PT, APTT, FIB, TT, PCco, PSco
thaktopsbl ceepthiBaHua (11, V, VII, VIII, IX, X, XI, XII) n . 4.
4.2.2 XpOMOTeHHbIN MeToq

OnTudyeckas cucTema XPOMOreHHOro MeTofa WCNoJsib3yeT MeTO4 ONTMYECcKoro
nornowieHuns. CBeTOBOI MOTOK UCMOMb3YeT CBETOAMNOA, NPUMEHSS, AMHY BOMHbI 405 HM. CBeT
OT CBETOAMOAA MPOXOAMT CKBO3b (DMULTP Y NOAXOAMT K 06pasuy. PoTofeTekTop NpUHMMAaET
CBETOBOE MOr/OWeHNe 1 npeobpasyeT ero B 31eKTPUYeCKUin curHan. [locne aHanoro-
LUMpPOoBOro npeobpasoBaHNA KOMMbiOTep 06pabaTbiBaeT AaHHble, PErNCTPUPYET U3MEHeHUs
OMTMYECKON MNMIOTHOCTM B MUHYTY W WUCNONb3YeT CBA3b MEXAY W3MEHEHUSMU MOT/OWEHNS ©
KOHUeHTpaumein (UAM  MPOLEHTHON aKTUBHOCTbIO) ANA  NPOBEPKU  KOHLEHTpauum (uam
MPOLEHTHON aKTUBHOCTW) NCCneayeMoro obpasua.

XPpOMOreHHbIA MeTof, npeAcTaBnseT coboi UCMOMb30BaHME MPUHLMNA KOMOPUMETPUM
ONd “3MepeHus nornoweHns ceeta (405 HM) XUAKOCTbIO B KioBeTe. KO/IMYeCTBO CBeTa,
KoTopoe pocTuraeT (hoTodeTekTopa, npeobpasyeTcd B 3MEKTPUYECKUIA CUTHaN, KOTOPbIN
NPONopLUNOHaNeH aKTUBHOCTU (PepMeHTa.

TecTbl, KOTOPble OCHOBbIBAKOTCA Ha 3TOM MeToge: FXII1. AT3, Pig, PCch. Hep, Hep2, a2
AP.

4.2.3 VIMYHOTYpOMANMETPHYECKHI MeTOz

OnTuyeckaa cucteMa MeToga MMMYHOTYPOUANMETPUM UCMOSb3YET METOL ONTUYECKOr0
nornowieHms. CBeTOBOM NMOTOK MCNONb3YeT CBETOANOA, NPUMEHSAS, ANHY BOMHbI 575 HM. CBeT
OT CBETOAMOAA MPOXOAUT CKBO3b (DM/IbTP U NOAXOAUT K 06pasuy. POTOAeTEKTOP NPUHUMAET
CBETOBOE MOr/foweHne n npeobpasyeT €ero B 3MeKTPUYeCcKUin curHan. [locne aHanoro-
LMpoBoro npeobpasoBaHMUs KOMMbHOTEP 00pabaTbiBaeT AaHHble, PErUCTPUPYET U3MEHEHUS
OMTUYECKON MMIOTHOCTU B MUHYTY W WUCMONb3YeT CBSA3b MEXAY WM3MEHEHMUSMMW MOr/OLEHNUA 1
KOHUeHTpauuein (WM  NPOUEHTHOW aKTWBHOCTbIO) AN MPOBEPKM  KOHUeHTpauuu  (unm
NPOLEHTHOW aKTUBHOCTN) Mccnegyemoro obpasua.

NMyHOTYpOMAEMUTPUYECKMIA  METOA, OCHOBaH Ha  WM3MEPEHUW  MOT/OLWEHNA  W”
paccevBaHUs MOHOXPOMATMYECKOr0 CBeTa B3BELUEHHbL.MU 4yacTuuamu, obpasyembiMu B
npouecce peakuumnm aHTUreH-aHTUTeno. [poucxoauT M3MeHeHWe ONTUYECKOW MA0THOCTH
cpefbl, feTeKTupyemoe (oTomeTpuyeckn. ocne MHKy6aummn nnasMbl B TeYEHME HEKOTOPOro
BPEMEHM, A06aBNAETCS CTAOMAM3UPYIOLWLWIA peareHT M peareHT YyBCTBUTE/bHbIA K aHTUTEHY.
3aTemM peakLMOHHas CMeCb MOMELLAeTCa B U3MEPUTENIbHbINA KaHan C AAVHOW BO/HbI 575HM 1
(hOTOMETPUYECKN PErUCTPUPYETCA WU3MEHEHMe TMOr/IOWEHNA CBeTa, BbI3BAHHOE peakLmein
aHTUTeH-aHTUTENO.

TecTbl, KOTOpPbIE OCHOBbLIBAKOTCA Ha aTOM MeTofe: D-dimer, FDP. PSch, vWF Ag. FM.
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Cnasa 5 MNMapameTpbl

B rnaBHOM MeHI HaXMUTe KHOMKy [[lapameTpbl|, 4TOObl YBWMAETb CUCTEMHbIE
HaCTPOWKMW.

[av”ble OpeareHTe F Fpynbl Tectce PedhnekcHble noBTOpbI CTpyKTypa 60MbHMLbI
1
Loommmos e o, »
o _ ) S — -
HacrpolidhH cuctembl [Jon. dyHkumm XKypHan 3arpyska AaHHbIX

ExxefHeBHCpe 06CnyxuneaH4&

OTHeHp,

PucyHok 5-1. lMapaMeTpbl CUCTEMBI

5.1 TllapameTpbl peareHTta

B okHe «[lapameTpbl CUCTEMbI» BblGEpUTe KHOMKY [PeareHT) 41 BXOAA B OKHO
HacTpOeK NapameTpOB peareHTa.
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™ P24 KOl
02123
LAA@ M 21131
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PucyHok 5-2. HacTpoiika napaMeTpoB peareHTa

B okHe PeareHTbl MOXeTe Bbl6paTb HEOO6XOAMMYIO WH(OPMaLUIO O MapameTpax B
COOTBETCTBYOLLEM NyHKTe. O6A3aTeNbHO JO/MKHbI ObITh 3aMO0JIHEHbI CIEAYIOWME NMYHKTbI:

1) HaumeHoBaHMe peareHTa

HasBaHuve peareHTa Ha aHIIMNCKOM/PYCCKOM A3blKe, He 60/iee 8 3HaKOB.

2) MNonHoe HaumeHoBaHWe

Ha3BaHue peareHTa Ha aHrIMNCKOM/pYCCKOM A3blKe, He 60nee 15 3HaKOB.

3) Cepus

Homep rpynnbl peareHTa, He 60nee 15 3HaKOB.

4) CpokK rogHocTu

[aTa ncnonbL3oBaHnsA peareHTa

5) Tun peareHTa

Tun BblGpaHHOrO peareHta. B cucteme 3anporpamMMmpoBaHO TpW TWMa: peareHT,
MPOMbIBAIOLLNIA PACTBOP W AU/THOEHT.

Haxmute KHoOMKy [o06aBuTb! 4TOObl OYMCTUTL MOMIE BBOAA B TO BPEMSA Kak Kypcop
OyfeT Haxo4AWUTLCA B MOJie BBOAA Ha3BaHWA peareHTa.

Haxmute KHOMKy |[CoXpaHuTb| 419 COXpPaHEHUS B NamMATU TEKYLUMX HACTPOEK peareHTa
M CUCTEMA aBTOMATMYECKM COXPAHUT MH(OPMALMNIO O peareHTe B COOTBETCTBUM C €ro TUMOM.

Haxmute KHOMNKY [Ypanute! ans yaaneHns peareHrta u3 Crucka.

HaxmuTte kHonky OTMeHa YTOObl BbIATU 13 TEKYLLEr0 MEHIO OKHa W BEPHYTLCA B MEHIO
CUCTEMHbIX HaCTpPOeK.
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5.2 HacTpoliku pabouyero nucrta

B okHe «[pynnbl TeCTOB» Bbl MOXeETe BbI6paTh rpynny tecta (4o 10 NyHKTOB) Ans
co3gaHus paboyero nucta. Cuctema NoAfepXXMBaeT TPM paboumx NNCTA, KaXAblA U3 KOTOPbIX
MOXET 6bITb BblOpaH C HE3aBMCUMOW Tpyrnmnoi Tecta U UH(opMaL e 0 NO3NLKUN peareHTa.

5.2.1 BbI6op rpynnbl Tecta

B okHe «[lapameTpbl CUCTEMbI» BbiGepuTe [[pynnbl TeCToB| ANs BXOAa B NapameTpbl
rpynnbl TecTa B paboyem NucTe:

A rpynna 1 C Tpynna 2 I rpynna 9
Bbi6patb Tect Mpynna 1
PT b-Di
APTT -Dimer
il ™M
FB+2
FIB-2
LAL1
LA2
n
\Y
Vi
vni
IX
Xl
X1
PCco
PCch
PS
[2-AP
Pig
Hep
AT3
FOP
n3ounb CO)h, YpaneHve OTmeHa
B E *' g{D

PucyHok 5-3. MNMapameTpbl pabouero nncra

)] BbibepuTe cnMcok rpynmnbl TECTOB M3 cnucka BblibpaTb TECT M HaOXXMUTE KHOMKY”"
4To6bl A06aBUTL TeCT B pabounii nucT. Ecnn Takoi TecT yxe 6bi1 4o6aBneH paHee, onepauus
He OyfeT BbiNoNHeHa. HaxxmuTe KHONKY H Ana yaaneHns BbIbpaHHOro TecTa.

2) Haxxmnte KHOMKY |CoxpaHuTb| Ana coxXpaHeHUs WMHQOpMaLnmM TeKyLero paboyero
NNCTA UM KHOMKY OuuCTUTb ANA YANeHMs BCeX TeCTOB.

3) Haxmnte KHOMKY Hasag fns BO3BpaTa B MEHKO HaCTPOEK CUCTEMbI.

5.2.2 TlapameTpbl npouns

Haxxmute KHonKy pynna ans Bxoda B MeHH «[lapaMeTpbl Fpynbi».
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rpywa ! r Tpynna?2 r Cpynna 3

BuiGop w :[ur

(= bpodunb! D-Dimer
M

}npodpm/&

(~ |npochunb3~

|Inpochuru4

I

Coxoa”b nexxbwis I Ynanexue Oraa
tfIDtxij

PucyHok 5-4. MapameTpbl rpynnbl

B okHe HacTpoek npodmneii paboyero nucta NPeayCMOTPEHO NATb Mpoduei
ONA KaKAoW 13 rpynn paboyero nucta, Kotopble 6yAyT UCNoNb30BaThCa A1 Bbibopa TeCTOBEX
napameTpoB Mpobbl B rpynmne (cM. nogpobHee B rnase 6.2).

Mpouecc HaCcTPOVKK:

1) BbibepuTe pabounin nncT.

2) Bblbepute rpynny.

3) LLenkHUTE NO Ha3BaHWIO rpPymnrbl, NOC/E YEro Bbl CMOXETe BBECTU WU U3IMEHWUTb
Ha3BaHue rpynbil.

4) Bbibepute TECTbI M3 CMMCKA BO BK/IaAKe BblbpaTb TECT Y HAXXMUTE KHOMKY Q 4TO6bI
[06aBUTb BCe Bbl6paHHble TecTbl B 'pynna 1. Haxmute kHOMKy ~ Ana fob6aBfieHMs Bcex
MYHKTOB BO BK/agKe JOCTYMNHble ONUUIA FPynnbl B CMMCOK BbiGpaHHble onyun rpynnel.

5) BblbepuTe TeCT M3 CnMCKa BblOpPaHHbIX TECTOB TPYNMbl, U HAXMWUTE KHOMKY ™ A4nA
yfaneHus BblOpaHHbIX MYHKTOB W3 CMMUCKA, HOXMWUTE KHOMKY " [AnS TOro YTobbl OYMCTUTH
CMMCOK BCEX JOCTYMHbIX TECTOB rPymnnbl.

6) Haxmnte kHONKy [CoxpaHuTb npodunb| ANnf COXpaHeHMs BblOpPaHHbIX HaCTPOEK

TeKyLLero paboyero nucTa. HaxXmmTe KHOMKY YfaneHue YTobbl OUNCTUTL TEKYLLME HACTPOKM

paboyero nucTa.
7) Haxmute Haszag 4To6bl BEpHYTLCA B MeHHO [[MapameTpbl paboyero nucra.
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MpumeyaHne: Ecnn Bbl U3MeHsieTe AOCTYMNHbIe napameTpbl B paboyem nucTe, K
KOTOPOMY OHU NpuHagneXKaT, 3T0 aBToOMaTMNYeCKN U3SMEHUT napameTpbl rpynnbl.

5.3 AHanus c aBTouIbTPOM

B meHI0 «[MapaMeTpbl CUCTEMbI» BblOepuUTE KHOMKY [AHa/M3 C aBTOPUILTPOM

HF 11000,0,75 BhInonvexue Tecta
1
2
3
4
7
9
10
12
13
14
15
YcnoeHoe EbpaxLune BbInonHeHve Tecta n-

YkaxuTe pedpnekcHbii TecT u onepari:®

Pedpnie»«HbM TECT PT 3 OR

Coro. WI/IH: Onea

PucyHok 5“5. AHanu3 ¢ aBTouILTPOM

B fgaHHOM MeHI0, ecnv nonb3oBaTteslb BblOUPaeT aHainM3 ¢ aBTOPUILTPOM, CUCTEMa
aBTOMaTMYeCKN HauMHaeT BbIMOMHATL COOTBETCTBYHOLWMIA TecT. K npumepy, npu Bbibope Tecta
APTT, ecnu 3HayeHune aBTotmnbTpa [PT] <0.93, 6yAeT COOTBETCTBYIOLWMIA pe3ynbTaT: Korga
pesynbTart Tecta PT< 0.93, cuctema aBTomMaTUYeCKM BbIMONHAET TeCT APTT.
Mpouecc HaCTPOWKM:
1) Haxmute kHonky [MapameTp (unbTpauun| 4ns Bblbopa COOTBETCTBYHOLLENO
TecTa BO BCMJIbIBAKOLLEM OKHe. B CTpoke 14 BBOAA JaHHbIX aBTo(ubTpa 6yAeT nokasaHo
[XXX], roe XXX —8bl6paHHbIiA NnapameTp.
2) Haxmute KHOMKy [Paboune napameTpbl| B pesynbTaTe 4Yero B CTpoke OyayT
nokKasaHbl CMMBO/bI ANS BBOAA B aBTOUALTP, Takne Kak >,>=, <, <=, UJI, N, n gpyrue.
3) TMosTopuTe Warn 1u 2 ona naMeHeHUs QopMynbl GUIbTPa.
4) Haxmnte kHonky [[MapameTp dumnbTpaumm| ans Bbibopa TecTa, KOTOPbIA OygeT
aBTOMaTMUeCKM NOABNATLCA BO BCM/IbIBAOLLEM OKHE.
5) Haxmute kHonky |CoxpaHuTb[ 418 COXPaHEHUSA TEKYLUMX HACTPOEK WM KHOMKY
Ypanutb[-ANs yaaneHus BblopaHHOR 3anvMcK B INCTe aBTOMbTpA.
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5.4 VIH(opmaumsa o 1e4ebHOM yupeXkaeHum

B wmeHl0 «[lapamMeTpbl CUCTEMbI» HaXMWUTEe KHOMKY WH(opmayms o neve6HOM
yUpexaeHnm

MapameTpbl ycTaHCe NBHbI

< Manara
I Otgenenve
I Epvom.
C Na6opaHT

Jevawmii Bpay

yaarmrs OTmeHa

PucyHok 5-6. HacTpoiikn nHhopmaumum o ne4ebHOM YUPeXaeHNK

WHhopmaumsa o nevyebHOM yupexieHUW BKIKOYaeT B cebA [aHHble O [MarHose,
oTAeneHnn, nposepke pesynbTatoB M Ap. (4o 100 3anuceil Ans Kaxgoro nyHkTa). UToObl
n3bexarb MOBTOPHOr0 BBOAA MpW pPeAakTMPOBaHUM WMHMOPMaUMM O NauueHTe Bbl MOXETe

MCNONb30BaTb MH(OPMaLMI0 0 60Ne3HN MalueHTa, OTAENeHUU U ero pesynbTaTax NPsSIMO K3
[AHHOT0 OKHa.

Mpouecc HaCTPONKMK:

1) Bbibepute NyHKT «[narHo3», Tekylime napametpbl 6y4yT MoOKa:}aHbl B CMUCKe
[OCTYMHbIX NapaMeTpoB Crpasa.

2) BeeauTe HasBaHMe napameTpa B rpage MNwms.

3) Haxmute kHonky COXpaHWTb! Ans coxpaHeHUs TeKyL X napameTpoB.

4) Haxmute KHOMKY YaanuTb] AN Bblbopa U yaaneHus onpeaesieHHoro nyHKra u3
CNMcKa LOCTYMHbIX NapaMeTpoB.

5)
yupexxaeHuu.

6) HaxxmuTe KHOMKY |Hasag| ona BbIXo4a M3 TEKYLLEro MeHI0 M BO3BpaTa B MEHI0
«MapameTpbl CUCTEMbI».

MosTopuTe wWarn 2-4 s BBOJA OCTa/lbHOM WH(opMauuM o evyebHOM
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5.5 TlapameTpbl CUCTEMBI

B MeHio «[lapameTpbl CUCTEMbI» HaXMUTE KHOMKY [[lapamMeTpbl CUCTEMbI ANs
PeAaKTVPOBaHMS COOTBETCTBYHOLLMX HACTPOEK.

CBp)«*bu HOMEP
Ha3BaHe 60NbXLbl jHcrspital

Aarta }2022-06-14 d
Bpems 113 t 145 1 |

MpxTep |BcTpoeH»blii r*xautep d

B
nojgava gar*eix < Bkn. «@ Bbkn.

ABTOnevatb r Bkn. Bbikn.

11HBuaHne ]

Coxo. | Mapors Monb3oBarenu OtmeHa

PucyHok 5-7 INapaMeTpbl CUCTEMBI

1) HasBaHue 601bHULBI: BBOAUTCA MO/b3oBaTeNeM, He 60nee 30 3HAKOB.

2) fata v Bpemsa: BpeMs U Aarta LO/IKHbl O6blTb BblOpaHbl B COOTBETCTBUM C pPeasibHbIM
BpeMeHeM. B cnyyae ecnu Bbl BBefETEe HEBEPHble [aHHble, pe3ynbTaTbl MOryT ObITb
HEKOPPEKTHbIMMU.

3) MpuHTep: aBTOMaTU4ecKuii KoarynomeTp «Technology Solution 60» ocHaleH
BCTPOEHHbIM  MPWHTEPOM,  HACTPOMKM  KOTOPOro  OMpefenstoTcs  MpeanodTeHusMu
nonib3oBarens.

4) CeHCOpHbIN 3KpaH: HacTpoiika ceHcopa:

a) Bbibepute kHONKy COXpaHWUTb AN8 COXPaHEHMUS TEKYLLMX HACTPOEK.

6) HaxxmmTe KHOMKY CeHCOpHbI 3KpaH YTOObl HACTPOWUTL CEHCOP.

B) HaxxmuTe KHONKy lMaponib 4ns U3MeHeHWs naposs.

Mpumeuanne: Ecan  onuuu npuHTEpa He COOTBETCTBYWT  peanbHoii

KOH(*)VIpraLI,VII/I, nedyaTb AaHHbIX MO>KET BbINMOMHATbCA HEKOPPEKTHO.
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5.6 [ononHuTenbHble PYHKLUN

B MeHI0 «[TapameTpbl CUCTEMbI» HAXXMUTE KHOMKY [[ononHUTeNbHbIE YHKLMK|, 4TOGbI
YBUAETb CMICOK HAaCTPOEeK NapamMeTPoB CUCTEMBI.

CAvrTyHVs

P B>

aiaijyi

PucyHok 5-8. CnncoK AONONHUTENbHbIX (YHKL WA

CwucTema npeanaraeT ABe AOMNONHUTENbHbIE PYHKLWN - MOHUTOPUHT 06beMa XUAKOCTU
peareHTa ¥ aHann3 ¢ aBTOUILTPOM.

5.6.1 MOHUTOPUHT 06BbEMA XXUAKOCTU peareHTa

Mo3BonseT onpefensaTb 06beM peareHTa BO Bpems pabOTbl, B Cnyvae, KOrja Kakoi-
NM60 peareHT 3aKOHYMTCH, CUCTEMa BbILACT COOTBETCTBYIOLLEE COOOLLeHWe W OCTaHOBUT
paboty.

5.6.2 AHanu3 c aBTOQUNLTPOM

Korga (yHKums aBTOQMUAbTPA aKTMBMPOBaHa, CcuCTemMa OyAeT aBTOMaTMYecKu
BbIMOMHATL 3afaHHble [LLipameTpbl (CM. NYHKT 5.3).

MpuMeyaHue: LONONHUT eNbHble (DYHKLUN HEAOCTYMHbI MO YMONYAHMIO.

5.7 >XypHan

B meHto «lMapameTpbl CUCTEMbI» HAXXMUTE KHOMKY [YKypHan
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Kaxcaas 3anuck CHCTEMHOTO XKypHana COAEPXHT B ceGe uHdopMaLuMIo 0 NoNb3oBaTee,
IKCNAYATAUNHK, AATE SKCINYATAUNM, BPEMEHH IKCAIYATAUMH U Pa3IMYHOND POAa UIMEHEHHSAX.
Onepauun, korophie 3anucuiBaeT aBToMaTH4eckuii koarynomerp «Technology Solution 60»,
BKMO4AIOT B ¢ebA 3anycK, BLIKNOUYCHHE, OWHOKK W npefynpexaeHHs. DTH 3amucH Gyayt
aBTOMATHYECKH CO3JaBaThc B TCUCHHE BCEro BpeMeHH pabornl annapata. B Gaze aaHHbIX
CHCTEMHOTO XypHana cogepxxurcs okoito 1000 3anucedi, ¥ Bce CYTOuHbIE 3aMHUCH cUCTEMa
aBTOMATHYECKH OyNeT 0TOOpakaTL NO YMOJIMAHHIO.

IMpouecc nacrporkm:

1) YcranosuTe AnanasoH JaTh 3anpoca.

2) Haxkmute xHonky Ans BuIGOpa AMANAa3oHa JaThl 3aNpoca U 3anpoca KXypHaia
CHCTEMBI.

3) Buibepure 3anuch AnA yaaneHHs M3 CIIMCKA KYPHaNa CHCTEMB M HOKMHTE KHOMKY
U BuIGepyTE «YANHTL BCE» YTOOB OUHCTHTL BCE 3aMTHCH.

4) Haxmure KHONKY AR TOTO YTOOL! BBHIATH K3 TEKYLIEr0 MEHIO H BEPHYTHCA
B MEHIO MapaMeTpoB CHCTEMBIL.

5.8 OTnpaBka saBHBIX

B menio «[lapameTpsl CHOTEMBI» HAXMHTE KHONKY [0TripaBka AaHHbIX| 4ToOH BOIHTYH B
COOTBETCTBYIOIIES MEHIO,

$9
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[JaHHble 0 peareHTe [ [pynrel TectoB 1 Pedynekobe ncetcpbl  j CTpykTypa 60nbHmM”
[ 1

oT [2022-06-1 3 mofardc¥ 3

r

|EyeaHeBHO(

\

Mepeaatb Oned

OTmeHa

PucyHok 5-10. OTnpaBka faHHbIX

OTnpaBKa faHHbIX - 3TO Mepejaya AaHHbIX aHann3a ¢ aBTOMaTUYeCKOro Koarynomertpa
«Technology Solution 60» B MH(OPMaUMOHHYIO cCUCTeMY nabopaTopuu ANA MOCNeLyHoLLero
N3yyeHus.

MpoLecc HaCTPOIiKK:

1) BblbepuTe gnanasoH faTbl 3anpoca.

2) llaxmute KHOMKY |[Mepefatb| 419 OTNPaBKM HEOOXOAUMbIX LaHHbIX TecTa.

3) Haxmute Hazan] ons Bo3sparta B MeHH0 [[apameTpbl CUCTEMBI
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I'nasa 6 Tect

Haxmure KHOMKY B rNABHOM MEHIO AaA BXOAa B MEHIO HACTPOHKM
TECTHPOB2HMA 00pa3LOB.

A) Jlata v Bpema: oToOpaxkaeT AaTy H BpEMA TEKYLLEro TecTa.

B) PaGounii tuct: oTobpaxaeT HauMeHoOBaHUE TeKyulero pabouero aucra.

B) Temnepatypa: orobpaxaer Temnepatypy B Tecrosol 3oxe. Hammure xunonky
4TOOB OTKPHITh OKHO MOJHONO TEMNEPATYPHOrO MOHHTOPHHIA CHCTEMBI.
[ToBTOpHOE HaXATHE 3AKPLIBAET ITO OKHO.

M) Crarye cucremel: oTo0paNkaeT TEKYLHIA CTATYC CHCTEMEL.

) brok o6pasuos: Bcero B annapare HaXOAATCA TPH LITATHBA, B KAXKALIH H3 KOTOPHIX
MOXHO MOMECTHTL 9 oOpasuos. LLitaTHesl HMelOT cepuiinbie Homepa: S1-S2-S3.

E) Homep npoGui B wiTaTBe: nokasbiBacT HOMEP Tekyuiel npobu B wrratuse. Kaxawtit
Takoi HOMep ABNAETCA YHHKAILHBIM W He TMOBTOpAerca B Teuesne aAng. Hanpumep, 002-05
O3Ha4aeT HoMep NATOH NPOOH BTOPOro LITATHEA OT Hayana pabovero aH.

X) Homep npobbl. ID: naentudukaunonnuiil Homep texytiteit npobul, He Gosee 20
3HAKOB.

3) Cratyc npobsl: moka3bisaeT craTyc Tekywed npodel (rotos x pabore, nHkybGaums,
TECTHPOBAHHE, BHINOTHEH).

H) Tan npobsi: nokasmsaer TN npoSn (npofa MauMeHTa M MaTepyanbl KOHTPOJIs
Ka4yecTea).

K) Hndopmaumonubiit nuct wratHpa: oToOpaxaeT HHGOPMALMIO O 33AaHHLIX W
BLINONHEHHLIX TECTaX.
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6.1 Tlo3muma peareHrta

Ana  npoBefeHWs  TeCTUPOBAHWA C  UCMONb30BaHWEM  MEAMLMHCKOro  U3fenus
«ABTOMaTM4eckuii koarynometp «Technology Solution 60» no HazHayeHWt, HEO6XOLUMMO
MPUMEHATb MeAMLMHCKUE W3[eNus, YKasaHHble B MyHKTe 1.7 HacTosLero pykoBoAcTea. [ns
MOCTAHOBKN peareHToB Ha 6OpPT aHanusatopa WM WUAeHTUGUKaUUM WX B MPOrpaMmMHOM
obecrneyeHWn npefHasHadeHa BKnagka «PeareHT». Bknagka «PeareHT» oTpaxaeT KapTy
pacnosnoXeHWs PeareHToB B LUTaTVBE peareHToB. B WTaTUB 1A peareHTOB MOMELLATCA Kak
peareHTbl, Tak M MPOMbIBOYHbI/ PacTBop, AWntoeHTaMu un Bydepamu (NYHKT 1.7 HacTosLero
PYKOBO[CTBA), K&X/blli 13 KOTOPbIX UMEET Pas/IMyHyI0 LBETOBYH UHAMKALMIO.

MopsgoK waeHTUUKaUMM peareHTa Ha 6OpTy aHanu3aTopa BbINOMHAETCH [ABYMS
crnocobamu; BPYUHYHO 1 aBToMaTuyecku (M. 6.4 HaCToALEero pyKoBOACTBA).

6.1.1 HacTpoliku no3uunn peareHTa

B MeHO |AHanm3| HaXXmUTe KHOMKY [PeareHT], 4TOObI BOMTW B NapamMeTpbl MO3MLUK
peareHTa.

Bbibepute peareHT
Mpynn3 1
NaCl
I 2 T
<= [pynna APTT
CaCl12
~ pytad TT
FIB
PeareHt
Bbibepute €HKOCTb
Bug, 3
Ypamts
YpawTb ece  PeareHt
Q [AwntoeHt
pacteop
Tea
Hasap,

Coxp.
X AlP|xch

PUCYHOK 6-2. HacTpoiikv no3uuuii peareHTa

[na ycTaHOBKM Heo6XO4MMOro peareHTa, HYXXHO BblOpaTb Tpebyemblii peareHT B
CMUCKe cnpasa, 3aTeM MO3ULMI0 Ha LUTATVBE peareHToB.

B MeHIO HacTpoek MOo3ULMIA peareHTa HYXHO YCTAHOBWUTb MNO3ULUW peareHToB
HEO6XOAUMbBIX A1 KaXAoro tecta. [JaHHyt0 onepauuito HeoOXOAMMO NPOBECTU A/1F KaXAoi
rpynnol.
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Ipouecc nactpoiikn:

1) BuGepure I'pynna 1, nocne 4ero sce peareHTh, TpedyeMule A1a TECTOB 3TOrC
cnucka, 6yayT otobpaxaTbes B nepedHe HeOOXOAHMBIX PearcHTOB B NPaBoH HacTH SKpaHa.

2) BmiGepure peareHT U3 nepeuHs HEOOXOAMMBIX PEArEHTOB, H BLIGEPHTE NONOXEHMe,
B KOTOPOM OH JOMXeH OuiThb pasmelicH, flocne 4yero 3ra nosuuMs 6yaer noaceequBarTses
PA3NHYHLIMK LBETAMH B 3aBUCHMOCTH OT THN& PEAreHTA.

3) Haxmure KHONKY M BHOEPHTE TNO3HUHIO PpeareHTa, KOTOpPYIO
HeoGxoaumo ouuctuts. [locne 3Toro Jannas nosuima OydeTr BblAe/NEHA CEPHIM LIBETOM,

NOKa3biBadA, YTO onepauua 3asepuieHa ycnewHo. Haxmure xuonky AnA TOro
4TOObl OYHCTHTD BCE TEKYLLUME MOZHLIMH PEAreHTOB.

4) Haxmure KHONKY @ TIOC/IC 4Er0 TECTOBLIC NApAMETPhI 3TOro pabouero NHcTa
GyayT oToOpaxaThea B CITUCKE TECTOBLIX NAPAMETPOB B NPABOH HacTH IKPaHa.

5) Buibepure I'pynna 2/T'pynna 3, v nosTOpUTE 2Tanbl € 1-4.

6) Ecau ucnonnzyerca kioseta aAna oOpasuos, HeoOxoaumo BbIOpaTL 3TOT THN
EMKOCTH I HY)XHOH NO3HLIMH PEATeHTa, 4 3aTeM HAXATH KHONKY [BLGpaTh eMKoCTH.

ABTOMATHYECKAN MACHTHHHKALNHA PEATCHTA (CKANHPOBANHE WTPHUX-KOAO0B)

Flpn HanHWyuy BHELIHErO CKAHEpa IUTPHUX-KOAOB, MOXHO NPOBECTH HACHTH(HKALMIO
pearenta asToMaTHdeckm. [lns atoro HeoGxoaumo BodTH B MeHIO «PeareHTMu3 MEHI0
«AHanu3», BHEUWIHHM CKaHEPOM IITPHUX-KOAOB OTCKAHUPOBATH WTPHX-KOA PacoNoKeHHbIH Ha
ITHKeTKe (NRKOHA PEAreHTOB, a 3aTeM BHIOPATh HEOOXOAMMYIO NOZHUMIO B MEHIO, NYTEM
HaxkaTus, [Tpu BKAOYCHHON QYHKUHH CKaRHUPOBAHHS IITPUX-KOJAOB PEarcHTOB YCTaHAaBANBATD
peareHThl, BO3MOKHOCTE YCTAHABAKWBATE PEATCHTH! BPYYHYIO 3a0610KHpOBaHA.

Topaaok 3amMeHtl pearenTa # NPOMBLIBOMHOTO PACTBOpPA

B 33BUCHMOCTH OT CHTYallHH, 3aMEHY DCArcHTa MOXHO NPOMIBECTH, KaK BO Bpems
OXHIAHHA, TAK W BO BPEMA BHINOJIHCHUA TeCTHpOBaHHA ofpasuos. Korma anaamsarop
HAXOAMTCA B peXHMME OXuzaHna, HeoOxoaumo aocTare GnakoH ¢ peareHTOM, Tpebyloumii
3aMEHY M Ha €r0 MECTO NOCTaBMTh (PNAKOH C HOBIM peareHToMm. Jna ofHapykeHus yposus
peareHTa, aHaIM3arop BLITIONHHT NPOBEPKY MEpPER BLINOTHEHHEM aHaNN3a aBToMaTHYecku. Jlns
3aMeHbl peareHTa, Heobxomumo HaxkaTe KHONKY «[IpHOCTAHOBHTL TecT», 3aTeM ACKAATLCA
COO0WEHNA O TOM, 4TO paboTa NPUOCTAHOBNCHA M 3AMEHHTL PEAreHT. 3aTeM HaXarh KHOMKY
«Hauats» W aHanuwlatop npojoaxuT paboTy ¢ TOrO MOMEHTa, Ha Kotopom Obina

NPHOCTAHOBNICHA paboTa.

6.1.2 BuiGop coucka

BuiGepute Tekywmii cnucok, 4ToGb BHIMONHHTL MPOBEPKY PEareHTOBR AAA Pynnkl
TecTOB 3TOro Ancta (10 10 tectoB), 3aTeM HaAXMHTE KHOMKY m 2N TOro YT Obi
UCTIONB3OBATE AAHHBIA CNUCOK AN BEINOJHEHHA TECTOB.

6.2 Tecrossiii Gnox

Tectosuii 650k NpeaAHa3HaueH ANA YCTaHOBKM HHpopMaLmu o npobe nmauuenTta, Takoi
KaK: THI NPo0bl, BHIMONHAEMLIX TECTaX. THIIE €MKOCTH A8 o0pasua 1 Tak sanee.
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6.2.1 NHpopmaynsa peakyMoHHOro 610Ka

B MeHi0 «TecT» HaxXmuTe KHOMKy [LLUTaTiB [ons BXo4a B MEHIO COOTBETCTBYHOLLUX
HACTPOEK.

PuUcyHOK 6-3. HacTpolikyu peakunoHHOro 610ka

A) Cratyc CWUCTEMHOro TecTa: OTOOpaxaeT CTaTyC TeKYLero CUCTEMHOro TecTa
(06bI4HOE TECTMPOBAHME MK PEXUM CPOYHOro 06pasLa).

B) Cnucok: oTobpaxaeT HaUMEHOBaHWE aKTUBHOIO CMMCKa.

B) Bug npo6bl: nokasbiBaeT MH(OpPMaLUo 0 Npobe nauueHTa (3eNeHblil LBET), peXxxum
CPOYHbIN 06pa3el, (KpacHbIM LBET) U MaTepuasibl KOHTPONSA KavecTBa (XKeNnTblid).

) PeakuMOHHbI 6GNOK: BCEro B annapare Haxo4ATCA TpW LWTaTuBa, B KaXAbll U3
KOTOPbIX MOXHO MomecTuTb 9 06pasuoB. CepuiiHbiii Homep: S1-S2-S3.

[) Cnuncok napameTpoB: BK/IKOYAET CMMUCOK BCEX TECTUPYEMbIX MapameTpoB TEKYLLero
cnncka (nogpobHee O HacTpoikax cnucka W Bblbopa HeEOO6XOAMMOro Crnucka W
COOTBETCTBYIOLLEA NO3NLMN peareHTa CM. B NyHKTax 4.2 n 5.1).

E) Mpogunb: BKNHOYaET BCe KOMOUHMPOBAHHbIE HACTPOMKM TecTa B TEKYLLEeM CrUCKe
(noapo6bHee cm. B NyHKTe 4.2). KOMOGMHMPOBaHHbIA CMMCOK AO/MKEH codepXXaTb He 6onee 10
napameTpoB. CNyXXWT /19 TOro, 4ToObl U36eXaTb NOBTOPEHMS ONepaunii, a Takxe 3P HeKTUBHO
YCKOpSET paboTy peakLMoHHOro 6/10Ka.

X) Cnncok BblbpaHHbIX TECTOB: BbIOOP TECTOB, MO KOTOPbLIM LO/HKHO ObITb MPOBEAEHO
nccnefoBaHne KOHKPETHOM Npo6bl.
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3) Homep no3uumu: nokassisaeT Homepa npoG B TexyueM aepxarene npobel. Kaxawiii
Takofi HOMEP MEHAETCR EXKCAHEBHO H He nosropaerca. Hanpumep, 002-05 o3zxavaet Homep
naToit mpobul BTOPOTO LITaTHBE,

H) Tun npobu: nokassieaeT THN npobel, BKAOYas npody OTAENLHOIO NALUMEHTa W
MATEPHANBI KOHTPOJI KAYECTBA.

K) Homep npobsi. ID: uacHTuouxkaumoHHui somep Tekyumei npobsl, ue Gonee 20
3HAKOB,

JI) Tun npoOupku Ana XpaHeHHA NpodEL.

6.2.2 Hacrpoiikn peakuwonnoro Goxa

[Tpouecc HacTpoiku:

1) Bo Bknagke llitaTuB Bubepute nosvumio ana npobu. Hawwod npobe Oyaer
ABTOMATHYECKH MNPUCBOSH MACHTHOMKALMOHHLIA HoMep, oToGpaxaromwuiica Ha dKpaHe.
(UaeHTHPUKAUMOHHSIH HOMEP TIPHCBAMBEETCA MO NMPHHLMITY MO + MECAll + Ac¢Hb + HOMep
nepxarens. Hanpumep, vomep 2018092500203 o3nauaer 25 centabpa 2018 roaa, Tpertwii
OTCEK BTOPOTO peakUHOHHOro 60Ka).

2) BuiGepure Brnaaky Tun npobsi 1 Buibepure THN AanHOR Bpobh (Obpasew, obpaseu
KOHTPONSA Ka4ecTsa)

3) Monb3oBaTenn MOTYT BPYuHYIO H3MEHATb HoMep npoOu. OaHako, ecau Homep
IpoOH yxKe 3a0aH, HIMEHEHHAM OH YXKE HE MOICKHT.

4) B oxne Cancox TecroB BhIOepHTe NYHKTH, KOTOpbiE HEOOX0AHWMO ROGABHTS.
Haxmure kuonky P> JloBasuth Tect n nofaenennuii nynxr Syaer otobpakarees B CHHCKe
BLIOpAaHHBIX TECTOB B MPaBO# YacTH 2KpaHa (noapobuee B nyHkTe 5.2).

5) Bo sknaake [Ipo¢muab 8wibepure rpynny, KoTopylo HeoOXOAHMO A0OABUTS.
Hascmure kHonky P> JloGauts npoduns | u Bce TecToebie mapamerpsl AaHHO#H rpynnbl GyayT
oTobpaxceHbl B CIMCKe BHIOpaHHBIX TECTOB B NpaBoll yacTH akpaHa (noapoSuee B nyHkre 5.2).

6) Bo sknagke Coucoxk BuiGpannnix TecToB BROepHTe MYHKT, KoTOpHii Heobxoanmo

YAANHTD, HAKMUTE E[Ynmm'rb OAMHOUHBIA NS yAaNeHUs BbIGPAKHOTO NYHKT.
7) Haxmure K< YaanuTh Bee [ ANA yNaneHHs BCEro CNIHCKA TECTOB.
8) Haxwmure [CoXpaHHTH A% COXPAHEHHA TEKYILIWX HACTPOEK NAPAMETPOB.

9) Has epoaa vHdopMalHK AR APYroroi NO3MUKK, NOBTOPHTE 2Tankl ¢ | no 8.
10) Bubepure nosvunio ¢ npoGoii, HOKMHMTE KHONKY AR TOTO uTOOH

YAAINTH BCIO HHGOpMaLHIO OT 3Tl npobe.
11) Haxmure xHonky [Beixo AN8 BLIXOAA M3 TEKYINErO MEHIO M BOIBPATA B MEHIO

«Tect». B nauHom MeHio Gyner orobpaxaTbca MHGpopMauua o000 Bcex TeKywMx npobax.
HAXOMALUMXCA B peakiHOHHOM B10Kke, HHpOpMaLns 0 KOTOPHIX ObiNa BBEACHA H COXpaHeHa.

6.3 Tecr npobm

6.3.1 loarovoBka K HCCIEAOBAHHIO

1) Brbepure rpynny TeCTOB ¥ FIO3HLIWH PEAreHTOB,

2) Beeaure unpopmauuio o npobe.

3) INpoRepLTe, COOTBETCTBYET Jin MOJNIOKEHNE PEAreHTA HACTpoikam pabouero aucra.
4) YOeaurecs B AOCTATONHOM KOJTHHECTBE PEAreHTA.

S) Y6eaurech B AOCTATOYHOM KOJIHYECTBE KIOBET AN1S TECTHPOBAHHS.
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6) npoBepbTe, NycTa M EMKOCTb 4/19 OTXOA0B.
7) MpoBepbTe COAEPXKMMOE EMKOCTM And BOAbl. Ecnm OHa MycTa, MOXanyicTa,
HarnonHuTe.

6.3.2 CkaHupoBaHWe WTPUX-Koga (MpyU HanyYmMmn cKaHepa)
Ana naeHtTugukaymm 1 6e3onacHoi KOMOMHaunM MeauUUHCKUX M3Aennii (peareHToB)
TpebyeTca BbINOMHATL CKaHUPOBaHME LWTPUX-KOLA HAHECEHHOTO Ha KaXAbli (DlakOH peareHTa.
B MeHIO aHanu3 HaxmuTte KHONKY «LTatuve», B OTKpbiBLIEMCH OkKHe CMm. Puc. 6-4
BbIOEpUTE LUTATMB, B KOTOPOM HaxoAATcA Npo6bl, NpefHasHayeHHble 418 WAEHTU(MKaLMK.
[anee HaXXMUTE KHOMKY «CTapT».

PyCyHOK 6-4. Bbl6op LuTaTMBa 415 CKAHUPOBaHUSA LUTPUX-KOLOB NPob

Mocne nossneHns o0603HaveHns «CkaHuposaHue» (Puc. 6-5) HauyHWTe 3aaBuUratb
WwTaTme B npubop. CkaHep nocnefoBaTe/ibHO BbINOMHWUT CKaHMPOBaHWE BCEX YCTAHOBMEHHbIX
npo6 B wraTtee. [locne 3aBepLUEHUs CKaHWPOBAHWA B CMUCKe BBeAEHHbIX MNauueHToB
0T06pa3ATca BCe cumTaHHble ID npob.

YCnewHocTb aBTOMaTUYECKOr0 OMpefeNieHns WTPUX-KoAa 3aBUCUT OT MpPaBUIbHOIO
PacMnonoXeHnst (hlakoHa CO LUTPUX-KOLOM B LUTATMBE [/11 peareHToB. DTUKETKA CO LUTPUX-

KOAOM A0J/KHa ObITb BMAHa Yepe3 LeNb WTaTuBa.
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Pucynok 6-5. [lpoueaypa ckaHHpOBaHMA LUITPHX-KOAOB Npob

6.3.3 C6op obpa3ua

1) C6op obpasua.

Heobxoaumo B3aTe o6pazen BeHO3HOH KpoBH. CMechk BCHO3ZHOH KpPOBH ¢
aHTHKOAryJIAHTOM B COOTHOiIEHMH 9:]1 nomecTuTs npobupky, coaepxamyto 3,8 % unun 3,2 %
UHTPATA HATPHA, TIOCNE Yero OCTOpPOXKHO nepeeepHyTs ee 10 pas, uroOwt w3bexars
COREPKAHHA NONYUMBLIEHCH CMECH CTYCTKOB H f1y3bIPbKOB.

2) Vrunuszauua HeypauHbix oOpasuos

Bce obpasiusl, B KOTOPBIX NPUCYTCTBYET FeMOMH3, CFYCTKH # Ap. oOpasumbl, He
MPUIoAHBIC ANA AANBHERLIENO UCTIONL3OBAHNA, AOJDKHBI ObITH YTHIH3UPOBAHL! B COOTBETCTBUH
¢ NPaBUIAMH YTHAH3ALHUH MEAHUMHCKHX OTXOAOR.

3) TMoaroToBKa K Tecty

lMocne B3atTa npobbi, HeoGxoAMMO Kak MOKHO ObicTpee (B TeweHue 60 MUHYT)
OTACAWTL NAa3My, AlS 4ero Kposb ueHTpudyrapytot npu 1200-1600 g 8 TeueHue |5 MuHYT
ANA pasfaeneHns naasMbl H GOPMEHHBIX 3AEMEHTOB.

6.3.4 ObnacHenue npoitecca HCCTEAOBAHNS

1) Tectosbiit Ga0k coctouT u3 Tpex wrarueos. (S1-82-83). Tect npobut Gyner
OCYIIECTBAATECA TNPHHATHEM IUTATHBA ¢ NpobaMM 32 HCNONHAEMBIH MOAYAb, TO ECTh,
OCYHIECTBAATECA B COOTBETCTBYIOMEM nopaake S1-82-83 (no 9 npod).

2) Bo Bpema TtectupoBanns npobm Gmoka S1, oH Oyaer HaxoaWwTsca B craryce
«3aKPHITO», & ABA APYrHX GNIOKA B CTATYCE «OTKPWTO» (CTATYC «3AKPhITO» 0603HAYAET, 4TO
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JaHHbIA WTaTMB € npobamu YyXe OTMpaBNeH Ha TecTUpoBaHWe W Yy MOMb30BaTeneid Het
BO3MOXHOCTWN A06aBUTb AOMOJIHUTE/IbHbIE NMPOObLI B 3TOT LUTATMB; CTATYC «OTKPbLITO» rOBOPUT
0 TOM, YTO TaKas BO3MOXHOCTb UMeETCH).

3) Onepaumm ¢ npob6amu B 6/10Ke CO CTATYCOM «OTKPbITO».

* /I3meHeHne uvHpOpMauun 0 npobe: U3MEHEeHWe BBeAEHHbIX AAHHbIX O LITaTuMBE C
npo6amu.

» [lononHnTeNbHas nNpoba: Jo6aBneHne obpasua B CBOOGOAHYHO NMO3ULINIO.

* YCTaHOBKa CpOYHOro o6pasua: CpouYHbIA 06pasel, MOXET OblTb OTNpaBneH Ha
TECTUPOBaHWe B MepByl ouepedb. Ecnv  pasmeweHve npob B WTaTUBE YXe Oblo
YCTaHOB/IEHO, NPOO6bLI AN 00bIYHOrO TeCTUPOBaHMSA MOXHO 3aMeHWTb Ha CPOYHbIA 0bpasew,.
Ecnu e mecTa g1 npob ycTaHOB/EHbI He OblNy, BBEAWUTE HefoCTaloWwme AaHHbIe.

Mpouenypa NpoBeAeHNA TECTUPOBAHUS

Mpexae 4Yem HayaTb  BbIMO/IHEHWE  TeCcTUPOBaHMA  HEOOXOAMMO  BbIMOMHUTb
MOArOTOBUTENbHbIE PaboThl, OMUCaHHbIE B NMyHKTe 3.1 HaCTOALLEro PyKOBOACTBA.

[ns 3anycka npoueaypbl TECTUPOBaHUA HEO6XOAMMO BbIMOMHUTL LUArKM, KOTopble
yKa3zaHbl HVXe:

1 MoarotoBMTb NepBUYHbIE NMPOBUPKM MYTEM CHATUA 3aKPbIBAtOLMX KPbIWeEK A5
MCKNHOYEHUA CTOSIKHOBEHMS M BO3MOXHOI0O MOBPeXAeHMs Npo600TOOpHMKA.

2. YCTaHOBUTb NOArOTOBJIEHHbIE NPOOUPKM B OTCeK ANnA 06pas3yoB. Ecnv npobupku
VMEIT Halnume LWTPUX-KOoAa, TO HeOOXOAUMO pa3BepHYTb LUITPUX-KOA B CTOPOHY Mpopesv B
WwTatmee 06pasLLoB.

3. B wuHTepeiice MO 3agaTb ANd Kaxaoro obpasua HeobXoaumble MeTOAbI
TecTupoBaHusa. Ecnn  aHanmsatop nogknoveH K JINC, TO Heo6X04MMO  BbIMOMHUTH
CKaHMPOBaHWe LUTPUX-KOLOB. oc/ie YCMeLwHoro CKaHMpoBaHNA LITPUX-KOAO0B HaXKaTb KHOMKY
«LIS» B nHTepelice 4na nonyveHus 3agaHus u3 6asbl gaHHbix JINC.

4. Tocne Toro kak Bce 06pasubl YCTAHOBNEHbI U AN HWUX MOMYYeHbl WK 3afaHbl
MeToAbl HeOOXOAMMO HaxaTb KHOMKY «HauaTb», PacrnofioKEHHYHO B HVXXHEM JIeBOM Yray
MEHIO «AHann3».

B npouecce BbIMNOIHEHUA TeCTUPOBaHWA aHanusatop OyaeT MHGOPMUPOBATh
orepatopa O CTaTyce BbIMO/HAEMbIX 00pa3LoB, a TakKXe 0TO6paxaTb BbIMOJIHEHHbIE
pe3ynbTaTbl TecTOB. [locfie TOro, Kak aHanm3atop 3aKOHYMT npouesypy TecTUpoBaHUs,
nosBUTCA CooOLLeHMe B OTAE/IbHOM OKHe Ha 3KpaHe. [poueaypa pacyeta 0TO6paXkaembix
pe3y/nbTaTOB OMucaHa B rNaBe 2 HACTOALLEro pyKoBoACTBa. 18 UHTepnpeTaymm, noayyvaembix
pe3ynbTaToB 06paTUTECh K WMHCTPYKUMAM HAbopoB peareHTOB (CM. MYHKT 1.7 HacToAwero
PYKOBO/CTBA).

MpaBuna BbINOMHEHUA MOBTOPHbLIX W3MEPEHWUA CM. B MyHKTe 6.3.5 HacTosLiero
PYKOBOZCTBA.

6.3.5 HacTpoilkn TeCcTOBOro noToka

1) B MeHI0 «TecT» Haxmute KHOMKy |CTapTi Ans Hayana TecTa M BBOAA HayasbHOW
Mo3uLMN KIOBET.
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PUCYHOK 6-6. BblGOp CTapTOBOI MO3ULMMN KIHOBET
2) Mocne BbI6GOpa CTAaPTOBOW MO3ULIMM KIOBET, HA 3KpaHe MOABUTCA OKHO C HaAnMChbIO:

«[Moxanyiicta, NoATBEPAMTE, YTO KIOBETbI/peareHTbl/Mpobbl pasMelleHbl KOppeKTHO». Mocne

MOATBEPXKAEHNS MOXHO HauMHATb TECTMPOBAHNE.
3) CwucTema 3abepeT KIoBeTbl ANs Hadyana Tecta. Haxmute KHonky [Moarepauts” Ans

BbIXOJa VX TEKYLLEro MeHI0 1 Bo3BpaTa B MeHI0 «TecT». MosBUTCS MHTepdelic TeCTMPOBaHUS,
a pamMKa C 06pa3ioM Sl HaxoAuTCs B COCTOSHUM «3aBNOKMPOBAaHO» (CTAHOBWUTCA TEMHO-

cepbiM).

r02208-1« e r

4) B MeHI0 «TeCT» HaXMUTe KHOMKY EXXeAHeBHbIA TeCT B BEPXHEN NpaBoW 4acTui
3KpaHa, nocse Yero NoSBUTCS CNMUCOK AOCTYMHbIX PYHKLWIA.
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5) HaxxmuTe KHonKy [do6aBuTb nNpoby mnu [[o6aBuTb CPOYHbLIA 06pasel! aond Bxoda B
HAaCTPOVKN peakLMOHHOro 6/10Ka (noapobHee ¢ NyHKTe 6.2).
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PUCYHOK 6-9. HacTpoiiki npo6bl B Xofe TecTa.

MpumedaHne: Ecnnm 610K ¢ npo6amMn HaXoAMTCS B CTATYCe «3aKpbiTO», Ha 3KpaHe
OH OKpalleH CepblM LBETOM, COXPaHUTb HAcTPOKM 6GNOKa MOXKHO TOMbKO B CTaTyce
«OTKPbITO®.

6) Haxmute kHonky |May3a] npobbl 4TO6bI MPUOCTAHOBWUTL Tekylwwuid TecT. [locne
HaXkaTWs [JaHHON KHOMKW BCe TeCTbl 6YAYT OCTAHOB/EHbI M0 3aBepLUEHUI0 TEKYLLEro LMK/a.

7) Ans TOro 4tobbl MOCMOTPETb WH(OPMALMIO O PacnonoXxeHuu npob B LITATMBE,
BblbepuTe 3anucb Npobbl M3 WHMOPMALMOHHOIO CMMCKa MPOo6 B LUTATUBE B MEHIO «TecT».
HaXXMUTe KHONKyY |O630p|, 4TOObI Ha 3KpaHe 0TOOpa3nICA CNMCOK LITaTUBOB C Npobamu.
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PucyHok 6-10. Ctartyc Tecta

A) TecT: Noka3blBaeT napameTp TeCTa B NO3MLMM C NPO6OIA.

B) CraTyc TecTta: mokasbiBaeT CTaTyC TECTOBOro napameTtpa, rge R —roTOBHOCTb K
Tecty, | —#HKy6auma, T - npouecc TecTupoBaHus U F - 3aBepLueHne TeCTUPOBaHWA.

B) S/OD: lNMoka3biBaeT pe3ynbTathl TecTa, BpeMsa unun fensty OD.

%, R, INR, DFbg: coBepluaeTcsi aBTOMaTMYeCKWiAi MOACYeT pe3ynbTaTa Ha 6ase
TEKYLLUUX U3MEPEHMNIA.

N MHdopmaunsa: oTobpaxaeT NOACKa3KM O CTaTyCe CUCTEMBI.

) Kpusas: OTobpaxaeT peakLMOHHYIO KPUBYHO JaHHOT0O aHanu3a.
E) MeyaTb: neyaTb pe3ynbTaTOB KOHKPETHOIO 06pasua.

XK) VIHopMaLMOHHBIA NnCT oTceka ¢ Npo6oii. MokasbiBaeT MHDOPMALMIO O TeKyLLei
npo6e.

8) PefgakTMpoBaHME OCHOBHOW MWH(oOpMauuM nauueHTa. HaXMWTe Ha  KHOMKY
N3MeHWTb Ans BXO[a B MEHIO OCHOBHbIX [JaHHbIX MaLyeHTa.
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Wby losyifom

PucyHok 6-11. PefakTpoBaHue faHHbIX naumneHTa

9) Mocne 3aBepLLEHNS TECTUPOBAHMS, Bbl MOXeTe Mepe3anyCcTUTb TeCTbl /1060 NPOO6bI.
Haxxmunte KHOMKY |MpeanpocMoTp| 4Ns BXOAa B COOTBETCTBYHOLLEE MEHIO U BblbepuTe TecT, Ans
KOTOPOr0 HY)>XHO OCYLL,ECTBUTb NOBTOPHOE TECTUPOBAHME.

10) O6pasubl, KOTOpble He MPOBEPEHbl MOMHOCTbIO, He MOryT O6biTb MOBTOPHO
npoTecTMpoBaHbl. Korga npubop HaxoguTcs B peXXume nay3bl, MOBTOPHbIA TECT He paspeLLeH.

BblbepnTe wrtatnB ¢ Npoboli M HaXMWUTEe KHOMKY [OBTOPHbLIV TecT] AN1s NOBTOPHOIO

npoBeLeHns BbIOPaHHOrO TecTa.
umar

fwb ;

@Xﬂ}‘K IEar’ci» » "«crtfio M T» x wo CNKKa Tacus»

| taatoBMoe

PucyHok 6-12. Bbibop TecTa Ans NMOBTOPHOMO MPOBEAEHMSA

HasHaubTe TecT 1S MOBTOPHOrO TEeCTMPOBaHWUS, HaXMuTe KHOMKy [[loBTOpHOe
TeCTUPOBaHWE ANS BbIXOAAa W3 TEKYLUEro MEHI ¥ BO3BpaTa B MeHI «AHa/iM3», Nocne Yero
HaXXMWUTe KHOMKY HauaTb Ans Hayana TecTMpoBaHUs.
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Hpumeuanue: Peazenmsl, Mamepuanst OnR KOHMPONR KAuecmea, & mMAKxce
HEOOX00UMBIE CMAROAPMHNIE MAMEPUANRN O0JNHCHD Obimb UCHOABIOSARM CMPOZO 00
HCMENENUA CPOKA 200HOCHIU.
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naBa 7 KoHTponb KayecTtBa

ABTOMaTUYecKnin Koarynometp «Technology Solution 60» mMoxeT oTobpaxaTb 365
TOYeK KOHTpons KayecTBa. C BO3MOXHOCTbIO OJHOBPEMEHHOr0 XpaHeHus 12 BWAOB
KOHTPO/NbHbIX MaTepuanos, AN NPOBeAEHWUS KOHTPONsS KayecTBa 27 NpefyCTaHOBNEHHbIX

napamMeTpoB, a Takke 33 nporpaMmupyembix MapaMeTpoB MO KaAOMY BWAY KOHTPONs
KauecTBa.

B rnaBHOM MeHH HaxmuTe KHONKy KoHTponb KauecTBa ans Bbibopa napameTtpa
KOHTPONS:

EJ

0 1£]

PucyHok 7-1. MapameTpbl KoHTpona KayecTtsa

Bbi6epuTe OnpeAeneHHbI MyHKT, 4To6bl YBUAETb OKHO BbIOOpa [OKYMEHTa KOHTPONS
KayecTBa.

I(M

(1Y

PucyHok 7-2. OkHO Bbl6opa fokymeHTa KK
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7.1 MapameTpbl MaTepuanos KoHTponsa KayecTtsa

BblbepnTe [OKYMEHT KOHTPONS KayecTBa, HaXXMUTE KHOMKY [Matepuanbl KOHTPONS
KayecTBa, YTOObI YBU/JETb HEOOXOAMMbIE HACTPONKMN U MapameTpbl.
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r d
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PucyHok 7-3. MNapameTpbl MaTepranoB KOHTPONSA KayecTsa

MapameTpbl MaTepuanos KoHTpons KayecTBa BKIOUAKOT B Cebs:

* HavmeHOBaHMWe KOHTPO/ILHOrO MaTepuana

* Homep napTvu: HOMep cepuu KOHTPO/ILHOrO Matepuana

* YpoBeHb KOHTPONA KayecTBa: YpPOBEHb MaTepuasioB KOHTPOAA KayecTsa

nogpasgensercs Ha Huskuin, CpegHuii n BbICOKMA.

* CpoK TrofHOCTW: O3HayaeT faTy [0 KOTOpOW Mmatepuasbl  MOryT 6biTb
NCMonb3oBaHbl. B cnyyae ecny CpoK rO4HOCTM MaTepuasioB KOHTPO/A Ka4yecTBa WCTEK,
HavMeHOBaHMe [AaHHbIX MaTepuasioB He OyfeT 0TobpaxarbCid B WHMOPMALUOHHOM CUCKE
KOHTPO/IA KayecTsa.

HaxmuTe kHonky CoxpaHuTtb! ana coxpaHeHUs napamMeTpoB KOHTPOA KayecTsa.
HaxmuTte OTMeHa 419 BO3BpaTa B OKHO BblbOpa JOKYMEHTa KOHTPONS KayecTBa.

7.2 Tpaukn ~

CpeaHee apugMeTUYeCcKOe 3HauyeHWe MO3BOMSET OLUEHUTb peanbHOe  3HaueHue
nccnefyemMoro napametpa KOHTPOMbHOro o6pasua. LleneBoe cpefHee apudmeTUYecKoe
3HaYeHWe uccnefyemMoro napameTpa MpeaBapuTesIbHO aTTecTOBaHO M YKa3aHO B macnopTe
KOHTPO/IbHOW NNasMbl N5 KaXKA0A cepumn Habopa.
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7.3 'padmkn KoHTpona Kauvectsa (Mpagukun Nlen LXKeHHUHrca)

BbibepnTe AOKYMEHT KOHTPOMS KayecTBa M HaXmuTe KHoMKy [[padmk KoHTpons
KauecTBa 4/1 BX0Ja B COOTBETCTBYHOLLEE MEHIO.

Tecr, PT [Jara: 12022-06*14 3 ® |12022-06-14 3 3anpoc
1Mcho- KLWITPOILHOTO MaTepuana Peanu. kpneas

Marepuansl 80 2?"n?rol N Mpaduk KK

Ypoesu.." Cenre

Nort; © 5574548

CpokrogHoctu;{ 1 ; 2021*11*10

CKO CSDj(gM3CO

OmgpHee: oo

O/ (> 1000

I Mepenats OTvera
" aioi x||

agg
PucyHok 7-4. padmk KoHTponsa Kayectsa

A) TecT KoHTpona KauecTBa: 0TO6paXkaeT COOTBETCTBYHOLLME MapaMeTpbl.

B) Matepunan KoHTtpona KayectsBa: nokasbliBaeT Ha3BaHVe KOHTPOJIbHOro mMarepuana.

B) ¥poseHb KoHTpons KayecTsa: YpoBeHb MaTepuanoB KOHTPONS KayecTsa

noapasaenseTca Ha HU3KWIA, CPeAHNIA 1 BbICOKWIA.

N MapTua: HOMep cepun KOHTPOJILHOTO MaTepuana.

[) Cpok rogHocTu: MokKasblBaeT aTty UCTe4YeHNs cpoKa rofHOCTU MaTepuanos.

E) SD: CtaHAapTHble OTK/IOHEHNA

X) CV: yposeHb CV

3) AaHHble KoHTpona KayecTBa: 0630p AaHHbIX KOHTPOSS.

W) MpumedaHue: 3amMeTKM 0 BbinonHeHnn KK.

B Tabnmue KK oTobpaxkaetcs pacyet cpedHux, SD (cpeaHee KBaApaTUUHOE OTK/IOHEHWE)
n CV (%) (koathdpurumeHTa Bapnaumnm) KapT J1eBu-IXEHHUHIC, Ha KOTOPble €XEAHEBHO WU U3
Cepuy B CEPUIO HAHOCATCH Pe3y/bTaTbl U3MEPEHUS KOHTPO/bHbIX MaTepuanoB. Takue rpauku
CTPOATCA ANS KaXAO0ro Tecta 1 ANa KaX4oro YPpoBHA KOHTPO/bHOIO Marepuana
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7.4 MpaBuna BecTtrapga

HacTpoiiku KOHTpONs KayecTBa MO3BOMISKOT 3adaBaTb npaBuna Bectrapga ans
OTCNEXMBaAHWUSA CTAaTUCTUYECKUX MapaMeTpoB NOy4YaeMbiX Pe3ynbTaToB, a TakkKe BbISIBNEHMS
CNyYaliHbIX WM  CUCTEMATMYECKMX OLINGOK. HacTpoilku npeAcTaBneHbl CheayoLMiA
npaBuiamm:

* R/4s OTKNOHSAOTCHA, Korga 1 KOHTPONbHOE M3MEPEHWe B rpynmne rpeBblllaeT cpeiHee
+2s, a pyroe npe.sbILWAET cpefHee -2S;

* 4/ls OTKNOHAIOTCA, KOrga 4 nocnefoBaTe/lbHbIX KOHTPO/bHBIX U3MepPeHUs MpeBbIlatoT
OLHO M TO Xe cpefHee +IS unm O4HO 1 TO Xe cpefHee 3HaYeHne -1S KOHTPONBLHOIO npejena;

» 10x oTKnoHsitoTCA, Korga 10 mocnegoBaTeflbHbIX KOHTPO/bHbIX M3MEPEHMIA najatoT C
OJHOI CTOPOHbI OT CPeAHero.

7.5 HacTpolika napameTpoB KOHTPO/S KayecTBa

Bbl6epnTe napaMeTp KOHTPONS KauyecTBa M HaMuTe KHOMKY [HacTpoiiku KoHTpons
KauecTBa Ans BXofa B COOTBETCTBYHOLLEE MEHIO:

Lircec»

r Arsofikqw

Ir MM NMpY t IS0
/0 £|*nc*gwicua 1 A40DB kii c* CLLL
" 10peincv»4ig*MNMwc"* D-eni»tMM3

\

Mg« MK | 1tvrp Hepmt Otmmi
nNTM™M

PucyHok 7-5 HacTpolikn KoHTpons Kavectsa

MapameTpbl KoHTpons KauecTBa BKOYAKOT CleAyOLLNe MYHKTbI:
e TecT KoHTpons KauecTBa: oToGpakaeT TeCT, NapaMeTpbl KOTOPOro KOHTPOMUPYHOTCS.
¢ KonnyecTBO MOBTOPEHUIA: 03HAYAET YNC/IO MOBTOPEHUIA TeCTa KOHTPO/S KayecTsa.
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e Tun KoHTponsa KayectBa: no tunam KoHTponb KayecTBa MOXHO pa3fenntb Ha %, R,
INRNdFIB.
* BHyTpeHHWIn KOHTponb: OnpefenseT npuemnemble nNpeAensl KOHTPOAS KayecTBa,
BKNOYAET KOHTPO/bHbIA MMMUT U MyNbTU-CTaHAapTHbIA KOHTponb KauyecTBa.
HaxxmuTe KHOMKyY Bbixog ana Bo3sparta B MeHI0 «[ patmk KoHTpona KauvecTtsay.

7.6 Mpepensl KoHTpons KayecTsa

Mpepgenbl KoHTpona KavecTBa MOXHO pa3fe/inTb Ha KOHTPOJIbHbIA MUMWUT U MY/bTK-
CTaHfapTHbIM KoHTponb KavecTsa.

1) [Ona npegenos KK HeobxoaMMo 3afaTh onpefesieHHble napameTtpbl. Ecnv Bo Bpems
TecTa Ha KOHTPO/b KayecTBa pe3y/bTaTbl MPEBbILWAOT 3afaHHble 3HayeHWs, O6yfeT nopaH
TPEBOXHbIA CUTHaAN.

*  BepxHuit Mpepgen: OaHHble KK NpeBbIlLaOT BEPXHUI MUMUT.

e BepxHuit nokaszatenb: faHHble KK npesblwatouimne gaHHbIe HOPMbI.

*  Llenesoe 3HayeHwue: CpefHee 3HaYeHNe KOHTPO/IA KayecTsa

*  1lwkHwii nokasatenb: JaHHble KK Bbixogawme 3a npesesibl HOPMbI.

*  HwxHunit npegen: gaHHble KK BbIXoAsLme 3a Npesesibl HXHETO IMMUTA.

2) [Ona  MynbTU-CTanfapTHOro  KOHTpons  kayectsa  EleobxoaymMo  yCTaHOBWUTH
creflytolme HaCTPOMNKK:

e Llenesoe 3HayeHue: CpefHee 3Ha4YeHNe KOHTPONA KayecTsa.

e CraHgapTHOe 0TK/IOHeHMe: CTaHfapTHOe oTKoHeHne KK.

e [lpeBbiweHve *2SD oguH pa3: Ecnu paHHble KK npesbiwatot +£2SD, cuctema
aBTOMaTUYECKN BbIJACT MpPeayrnpexneHue 0 TOM. YTO KOHTPO/b KayecTBa BbIXOAUT 3a
YCTaHOB/IEHHbIE Npesesnbl.

e [lpeBblleHne +3SD oaumH pa3:. Ecnm paHHble KK npeBbiwawT+380, cuctema
aBTOMaTUYECKN BbISACT MPEeAynpeXxneHne 0 TOM, YTO KOHTPOAb KayecTBa BbIXOAUT 3a
YCTaHOB/IEHHbIE Mpegensbl.

* T[lpe.biweHne +2SDb aBa pasa: Ecnm gaHHble KK npeBbiwaoT +2SD B Te4eHUU ABYX
pas, cucTtemMa aBTOMATMUECKM BbILACT MpefyrnpexneHue 0 TOM, 4YTO KOHTPONb KayecTsa
BbIXOAMT 32 YCTaHOB/EHHbIE Mpegenbl.

e llpesblweHnex280 B yeTbipe pasa: Ecim gaHHble KK npesbiwaoT £2SDb 4yeTbipe
pasa, cucTeMa aBTOMaTMYeCcKW BbIAACT MpeayrnpexaeHve 0 TOM, YTO KOHTPO/b KayecTsBa
BbIXOAWT 32 YCTAHOB/IEHHbIE NPesesbl.

* [peBblweHne+280aBaxabl B ogHoM rpynne: Ecnm ganHble KK npesbiwao1/28M1,
cUCTeMa aBTOMAaTMYECKM BbISACT NpefynpexieHne 0 TOM, YTO KOHTPO/b KayecTBa BbIXOAWUT
3a YCTaHOBJ/IEHHbIe Mpejensbl.

e T[lpeBbllleHre nan 3aHXeHne pesynbtaToB B 10 pas: ecnv faHHble KK npesbiwatoT
WM BbIAAKOT  CAUWIKOM  HU3KWIA  pe3ynbTar, CUCTemMa  aBTOMATWYeCKM  BblgacT
npeaynpeXxxneHne 0 TOM, YTO KOHTPO/Ib Ka4yecTBa BbIXOAWT 38 YCTaHOB/IEHHbIE NPejesbl.

MpoBefeHWe KOHTPONA KavecTsa:

* YCTaHOBUTE KOHTPO/IbHbIA 06pasel, Ha wTaTus.
« 3apeructpupyite Homep KK - o6pasua.

* 3aperncTpupyinTe aHann3mpyemble napameTpbl.

78

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



o Haxxmure kHonky «Crapm,
AHanu3npyeMule JaHHBIC aBToMatHueckH coxpanatcs B KK-daiine.
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MnaBa 8 KannbpoBska

B rnaBHOM MeHI0 HaXXMUTE KHOMKY |KannbpoBkal ans Bbibopa KanimbpyeMoro Tecta

PT APTT rB Nb*2

-1f

['m 1

PucyHok 8-1. MNapamMeTpbl KasimbpoBKu

BbibepuTe TeCT 4N BXO4A B MEHKO Ka/IMOPOBOYHOIO rpaguka.
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Pucynok 8-2. Mento xanubposodHoro rpadrka

A) Kanubpyemutii Tect: ITokasniBaeT HAMMECHOBaHUE XanubpyeMOro Tecra.

B) Tun BeiuMcasemoro napamerpa: noapasaenserca Ha % (kouueuwrpaums), R, INR »
dFIB.

B) Metoast kanuOpoBKH: BCETO CORCPIKUTCS HETHIPE METOMA: HENHHEHHAs perpecchs,
nuHeliHas perpeccusi, ABoliHas norapuMmHUuecKas perpeccud, /ABOHHAs HenuHeliHas
JorapupMHYECKas PpErpeccus.

) Pexum kanuGpomku: pyuHoit (kanuOpoBKa ¢ pyYHHM  pa3BeAcHHEM),
aBTOMaTHYeCKUi (kanubpoBKa C ABTOMATHYECKHM PasBeACHHEM).

J} lata v epeMa KanubpoOBKH.

E) Cnucok Touek xaaubpoBKH: BCEro COACPKHUTCA 6 KANHOPOBOUHLIX PE3yNbLTATOB C
PasIMYHGLIM YPOBHEM Pa3BEACHUA.

X) KannOposouHas KpuBas: NOKA3HBAET KPHUBYKO HMCNOABIYEMYIO MUIA MOAYHEHHS
KOHEYHOTO pe3yJibraTa,

3) WUndopmanuma o pearcHTe: COACPXUT BCE TApaMeTpsl peareHta (BpeMf, HOMEp
NapTHH, CPOK FrOAHOCTH H T.A.)

8.1 Hacrpoiika xanHOpoBo“RbIX NAPAMETPOB

B wMeHio rpadmuka KanHOpPOBKHM HAMMHMTE KHOMKY Ans  BXOZa B
COOTBETCTBYIOLICE MEHIO.
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PucyHok 8-3 HacTpoliky kannbpoBOYHbIX NapaMeTpoB

A) PacuéTHbllii napameTp 1: % aKTUBHOCTb B MPOLIEHTAX
B) PacueTHbIli napameTp 2: oTHOLWeHWe (PTOTHOLWEHKE)
PToTHOoWweHne =t
CpegHas BennunHa PT
1= daKTMUecKoe BpeMs CBepTbIBaHWSA Mpobbl P T,
CpepgHss BenmunHa PT= cpeaHeli HopMe PT HOpManbHOro naumeHTa.
B) PacueTHbIli napameTtp 3: MHO mexayHapogHoe HOpMann3oBaHHOE OTHOLLEHUe

MHO = (PT ratio

1S (MWY) = MexayHapoaHblA  WHAEKC  YyBCTBUTE/IbHOCTM,  OMNpesenseMbli
NMPOV3BOAUTENAMY TPOMOOMNACTUHOBOIO peareHTa.

N HopmanbHas BennMyMHa: HopMasbHas BennuuHa PT (HopmanbHOe 3HaveHue PT
nauueHTa).

[) KonnyecTtBo 3HaKOB Moc/e 3ansToin.

E) MeToa KanMbpOBKW: BCEro COLEPXKUTCA 4YeTblpe MeTofa: HeNMHenHas perpeccus,
NHeNHas perpeccus, [ABOMHas norapuMuyeckas perpeccus, [BOWHas HennHenHas

norapugmunyeckas perpeccus.
X) ISk MexayHapoaHblii NHAEKC YyBCTBUTEJIbHOCTH, onpegensembii

MPOM3BOANTENSIMW TPOMBOMNNACTUHOBOFO peareHTa.
HaxmuTte KHONKy CoxpaHWTb A/s COXpaHeHUs nMapaMeTpoB KannGpOBKM.
HaxxmuTe Hasag Ans Bo3BpaTa B MEHIO KanMGPOBOYHOrO rpaduka.
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8.2 PyuHoi1 BBOA

B meHio KanubposouHasi KpuBas HaxXmuTe Ha BKIagKy «PyuyHoli BBog» Ansi Toro
4TOObl BPYUHYHO BBECTU AaHHble 415 KaMBPOBKMU.

Byfityo PT % | Her*««HasBuoncs-ogpp. m  3352+06-1413:49:10

Kon-Bo Kasnmchatcpos
"padhmk kanndpo»<u

Haveotutb ' CDT = nA m
jyj T- A T A ©

PucyHok 8"4. Py4Holi BBOJ, Ka/IM6POBOYHbIX faHHbIX

Mpouecc HaCTPOWKM:

1) Bo BcnnbiBatolleM OKHe KoOnMYecTBO CTaHAapTOB BbloepuTe COOTBETCTBYHOLLIEE
KONMYECTBO TOYEK KannbpoBKM (40 6 KaNMBPOBOUYHLIX 3HAYEHWIA).

2) HaxmuTe Ha NOABMBLUMIACA CNNCOK YTOGLI YBUAETHL BCM/bIBalOLLEe OKHO ANs BBOAA
3HAYEHWA.
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BPYUHYH0 PT % Hesa*«unHasbuoncrodp. 2022-06-1413:49:17

Kon-Bo kannbparopos

pachvkkannbposku
1 2 3 4 5
6 7 8 9 0
Ounctntb oc OTmeHa
HauepTTb I chyiN fprrf>tT OTmeHa

giDIxlj m~ -
PucyHok 8-5. Beopg flaHHbIX

3) BeeguTe 4MCNO M HaXMUTE Ha KHOMKY Q A15 MNepeMelleHnss Kypcopa BeBo.
HOKMUTE KHOMKY OuuCTUTbL A8 YAQIEHWS BBEAEHHbIX AAHHbIX, A/ BbIXOAa M3 TeKYyLIero

MEHIO HaXKMUTEe KHOMKy OTMeHa.
4) HaxmuTe kHonky OK /AN18 COXpPaHeHUA N3MEHEHUN U BbIXO/Ja W3 TEKYLLLEro MeH0.

5) [Ana 3anonHeHWa Bcex KanmbpoBOYHbLIX AaHHbLIX NOBTOPUTE aTanbl 2-4.
6) Haxmute Ha BKNagky «HauyepTuTb» Ana 0TO6PaXKeHUs KPUBOM B COOTBETCTBUU C

[aHHbIMW, BBEAEHHbIMY BPYYHY!O.
7) Haxmute kHonky [CoxpaHuTb rpaduk] 4TOObl MNPUHATH MOCTPOEHUE TeKyLLei

KPMBOI B Ka4ecTBe NnocnefHelt KaimMbpoBOYHON KPUBOIA.
8) HaxmuTte KHoOnKy Bbixoa Ans BO3BpaTa B MEHIO Ka/IMOPOBOYHOTO rpadmka.

8.3 KannbpoBOUHbIl TecT

B MeHI0 KannbpoBOYHOTro (patmka HaXXMUTe Ha KHOMKY |ABTOKanIMOpOBKa| Ans BXo4a B

COOTBETCTBYIOLLEE MEHIO:
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PucyHok 8-6. KafimbpoBOUHbI TeCT

A) Kannbpyemblii TeCT: Kannbpyemblil TecT.

B) Twn pacyeTHoro napameTpa: fenutca Ha % (kKoHueHTpauus), R, INR v dFIB.

B) KannmbpoBouHble MeTOAbl: BCEro WUMeeTCA 4eTblpe MeTofda  KasMOpOBKM:
HeNnHelHaa perpeccus, NWHeHas perpeccus, ABOMHAA forapudmmuyeckas perpeccus,
[BOIiHAA HeNMMHelHas norapuiMmyeckas perpeccus.

N Bpems n gata KannmopoBKu.

[) 3HauyeHune kanmbpaTopa: NoApPo6Hee B MHCTPYKLMWN K peareHTy.

E) Homep Touku pa3BefeHUs: OTHOCUTCA K KOJIMYECTBY TOYEK Ka/IMBPOBKMU.

X) Cnucok (hakTopoB pa3BefeHUs: PaKTOp KOHLEHTpaLMM pa3BefeHus.

3) Cn1COK KOHLUEHTpaLmnin ANA KaXLOoW TOUKU: C1CTeMa aBTOMATUYeCKU pacCcunTbIBaeT
KOHUEHTpaUM0 B COOTBETCTBMM C  KOHLEHTpauueln CcTaHAApTHOro martepuana MU
COOTBETCTBYHOLWMM KOIDPULNEHTOM pa3baBfieHus.

) Cnuncok KonmyecTBa BbIMOMHEHWI TecTa: KOMMYECTBO MOBTOPOB TOUKM Ka/IMOPOBKM
TecTa.

K) Cnucok Koagh(1LMeHTOB pa3BefeHuns: KO3 (pMLNeHTbI pa3BefeHns BblbpaHHble 414
KaXKJ0M TOUKM.

) Metog TecTupoBaHusA (aBTOMAaTU4ecKas KanMbpoBka C MpeLyCTaHOB/IEHHbIMM
KannépaTopamm, MM60 KanMbpoBKa C 3apaHee pa3BefleHHbIMU KannbpaTtopamm).

M) TMo3nuusa peareHTa: BblbepuTe CNUCOK TECTOB M YCTAHOBUTE MO3ULMIO peareHTa.
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8.9.1 TlMoprotoBka K KannbpoBke

MogroToBka:

1) BblbepuTe TeCT M MO3MLMIO peareHTa A/ KOTOPOro Heo6X04MMO OCYLLECTBUTb
KanMbpoBKy.

2) [poBepbTe NpPaBWILHOCTb PacCTaHOBKM peareHTOB COrlaCHO HacTpoek pabouyero
nucra.

3) Yb6eauTecb B COOTBETCTBYHOLLLEM KO/IMYECTBE peareHTa.

4) Y6e[uTeCb, YTO peakLOHHbIE KIOBETbI NPUTrOAHbLI A4/1F paboThl.

5) TpoBepbTe, He 3ano/IHeHa /I EMKOCTb 4/19 OTXOJ0B.

6) [poBepbTe, HET M HEOOXOAMMOCTU HAMOMHUTL EMKOCTb A1 OUUCTKM.

7) ABTOMaTM4eCKoe  Ka/iMbpoBOYHOE  pa3BefeHue:  KaninmbpoBoyHas — njasma
pa3meLLlaeTcsa MepBoii auvelike WwTaTnee ans npob Sl.

8) PyuyHoe KanMbpoBOYHOE pa3BefieHVe: NPUroTOBNEHHAs KanubpoBoyHas nasMa
OyfeT pasmeLleHa B WwWTaTnee S1 B AYeiiKax C MepBOi MO LUECTYHO.

8.3.2 ABTOMaTM4eckKoe KannbpoBOYHOE pa3BefeHune

Mpouecc HaCcTpOKu:

1) B oOkHe 3HayeHuwe CTaHLapTHOro MaTepuana BBeAWTE COOTBETCTBYHOLLYIO
KOHLEeHTpauuio.

2) B okHe Cnucok ®akTopoB Pa3BefeHuns BblbepuTe HEOOXOAUMbBIA KOIPPUUUEHT
(Npn  HeobXoAMMOCTWM  MOMb30BaTe/lb  MOXET [06aBNATb U yAanaTb  KOIPPUUMEHTbI
CaMOCTOATE/IbHO).

3) Ha ocHoBe BbIOpaHHbIX  KO3WMPUUWEHTOB  pas3BefeHWs  cucTemMa  Oyaet
aBTOMATUYECKN pPa3BOAUTL KanMBpOBOYHYKO NasMmy, BblOpaHHble KOIP(pUUUEHTb 6yayT
0To6paXKaTbCs B CMMCKe.

4) Ha o0CHOBEe COOTHOLUEHWIA  KOHLUEHTpauuwW, CTaHZapTHOro Martepuana u
KOa(h(hmumeHTa pasBefeHNs CMCTemMa aBTOMaTM4ecKn Mpou3BedeT MOACYET KOHLUeHTpauuu,
KoTopas 6yfeT 0To6paXaTbCA B CMUCKE KOHLEHTPaLMN KaXKAOM TOYKM KannMbpOoBKM.

5) KanimbpoBoyHas nnasma NoMeLLaeTcs B MepBYIO AYeiky wraTtmea Sl.

6) Haxmute kHonky [Crapt] 4na Hayana TeCTUPOBAHUS.

7) [Mo 3aBeplleHMt0 TecTa Ha dKpaHe aBTOMATUYeCKM OTOOPasUTCs KaMOGPOBOUHBIN
rpaduk. _

8) Haxmute KHOMKY [BbIXoa] 415 BO3BpaTa B MEHKO KaIMOPOBOYHOIO rpaguka.

8.3.3 PyuHOoe KannmbpoBOYHOE pasBeeHUe
Mpouecc HacTPOIiKM
1) Bbibepute pyyHoe pasBefeHue.
2) BblbepuTe KONMYeCTBO CTaHAaPTOB KannbpaTopa.
3) Bo Bknagke KoHueHTpauus  CraHgapTHoro Martepuana  BBeguTe
COOTBETCTBYIOLLYIO KOHLEHTPaL MO CTaHAapTHOrO MaTepuana.
4) BblbepnTe CNUCOK KOMMYeCcTBa TOYEK TecTa 4YToObl YBMAETb BCM/bIBaKOLLEE OKHO
0N9 BBOAA [aHHbIX, HOXMWUTE KHOMKY "  O18 COXPaHEHUs W3MEHEHWA W BbiXxoda U3

TEKYLLEro MEH!O.
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5) Beeaure KOHUCHTPAUMH CTAHAAPTHBLIX MATEPHANOB W3 MNacnopra Kk Hadopy
kanubpartopos.

6) [IlpuroTosnerHan kanHOPOBOYHAA TNA3MA MOMELLAETCA B F4CHKH WITATHEA GNoka
S1 ¢ nepeoro no wecto#.

7) Haxwure xnonxynm Hayana TeCTUPOBAHHA.
8) [locne 3zaBepuwieHMA TECTHPOBAHMA HA HKPAHEC ABTOMATUMECKH OTOOPAa3HTCA

kanubpopouHbiil rpaduk.
9} HaxmuTe KHONKY wm BO3BpaTa B MEHIO KaNHOPOBOYHOTO rpaduKa.

8.4 [leuaTh KAaAHGPOBOUNHBIX JAHHLIX

B MeHio kannOpoBowHOro rpaduka HaXMuTe KHOMKY Ans BHIBOAA HA MEHATH
pe3ynLTaTOB KaTHOPOBKH.
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CnaBa 9 AHaNNTUYECKME XapPaKTepPUCTUKMN

9.1 KoapthuumeHT Bapuaymm (BOCNPOU3BOLUMOCS).

KoaththmumeHT Bapuvauuy MeToAa 3aBMCUT OT WCMOMbL3yemMoro Habopa peareHToB. 3a
[aHHOW MHgopMauvein obpalainTecb K MHCTPYKUWUM MO 3KCNjyatauuy COOTBETCTBYHOLLErO
Habopa peareHToB, B TOM YMC/e, YKa3aHHbIX B M. 1.7 HACTOALLEro pyKOBOACTBA.

9.2 YyBCTBUTENLHOCTL (Npeaen o6HapyXXeHus).

YyBCTBUTENIbHOCTL MeTOAa 3aBUCUT OT UCMNONb3yeMOro Habopa peareHToB. 3a [aHHOM
nHopmaumeli obpallaiiTecb K MHCTPYKUMM MO 3KCNyaTauuy COOTBETCTBYHOLLEro Habopa
peareHTOB, B TOM YWC/E, YKa3aHHbIX B N. 1.7 HaCTOSALLEro pyKOBOACTBaA.

9.3 /InHeHOCTb (AnanasoH N3MepeHns).

JlnHeiHOCTb MeTofa 3aBUCUT OT WCNO/b3yeMOro Habopa peareHTOB. 3a [AaHHON
NH(opMaLMen obpallainTecb K MHCTPYKLUKM NO 3KCMayaTaluu COOTBETCTBYHOLLEr0 Habopa
peareHTOB, B TOM YMC/e, YKa3aHHbIX B M. 1.7 HaCTOALEro pyKoBOACTBA.

9.4 BnusaHue NH repMepeHTos.

Mpouecc u3MepeHMs B NPUCYTCTBUU  Pa3INYHbIX  WMHTEP(epeHTOB YKasaH B
MHCTPYKLMAX MO 3KCMayaTauuy COOTBETCTBYIOLLEro Habopa peareHToB, B TOM YUCe,
yKa3aHHbIX B M. 1.7 HACTOALLEro pyKoBOACTBA.

9.5 OrpaHunyeHne metoga.

OrpaHuMyeHMs  NpU  MCMO/Mb30BaHUN  MEAWLMHCKOrO  U34enns  OnpeaenstoTcs
O6V0/MI0rMYeCKUM  MaTepuasioM, B KOTOPOM MPOBOAMTCA uUccnefoBaHue. [na  aHanm3a
MCNONb3YyeTCA MasMa KpPOBM YesioBeka, CTabun3nMpoBaHHas aHTUKOoarynsHtoMm (LUtpaTom
HaTpua). J1to60In Lpyroi mMaTepman CUMTaeTCAa HenpesyCMOTPEHHbIM. Takxke AN YTOYHEeHUs
OrpaHMYeHnn obpallakiTeCb K MHCTPYKUMWM MO 3KCnAyaTauMm COOTBETCTBYHOLLEFO Habopa
peareHTOB, B TOM UMC/e, YKa3aHHbIX B M. 1.7 HaCTOSLLEr0 pyKOBOACTBA.

9.6 locTynHble pepepeHTHbIe MaTepuassbl.
B KauecTBe pethepeHTHbIX MaTepuasioB MOryT BbICTYMNaTb KOHTPOJIbHbIE M1a3Mbl 415

COOTBETCTBYIOLMX METO/IOB aHannW3a, B TOM UYWUCMe, YKasaHHble B M. 1.7 HACTOALLEro
PYKOBOZCTBA.
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MnaBa 10 NcTopua faHHbIX

Ons NpocMoTpa MCTOpPMM AaHHbIX CYLIECTBYeT Ba BMAa 3anpoca: 3anpoc Mo TecTy M
3anpoc Mo NauueHTy.

(0,4 Cnun*

ANT s/t
hpn Ky n
AHIMUWM

PucyHok 10-i. Pexxum 3anpoca
10.1 3anpoc no Tecty'

HaxmuTte «lMo TecTy» 1 KHOMKy [3anpoc) 4n1s BbIBOAA CMMCKA pe3y/bTaToB 3anpoca Mo
TecTy.
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PucyHok 10-2. 3anpoc no Tecty

B nH(opmMaumoHHoN 6a3e faHHbIX NaumeHTa MOXET cogepxkatbest 40 1000 NyHKTOB ¢
JaHHbIMN.

10.1.1 3anpoc nHhopmauun no TecTy

B MeHI0 pe3ynbTaToB 3anpoca Mo TECTY HaXMWUTE Ha KHOMKY |3anpo4 4ytobbl yBUAETb
OKHO 3aripoca o napameTpy TecTa:
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Puc. 10-3. 3anpoc MHgpopMalmm no napameTpy Tecta

1) Bbibepute 3anpallmBaemblii NapameTp BO BCM/bIBAOLLEM OKHE MapameTpa TecTa.

2) YcTaHOBUTE ycnoBus 3anpoca. Beibepute «[yManas3oH faHHbIX» NS ONpejeseHuns
AnanasoHa  3anpoca.  Bblbepute  «[dmanasoH  pesynbTata»  AN4  ONpegeneHus
COOTBETCTBYHOLLEr0 Anana3oHa.

3) Haxmnte KHONKy [3anpos 4ns NOATBEPXAEHMSA uanM KHonKy |OTmeHa| ans
3 TEKYLLETO MEHIO.

10.1.2 ¥YpaneHue pe3ynbLTatoB TeCTUPOBAHMUA

B MeHI0 pe3ynbTaToB 3anpoca napameTpoB CYLLECTBYIOT Creayioliuve onepauum
yaaneHus;
YpaneHve of4HOW 3anucu: HeobXoAMMO BblbpaTb OAHY 3amnuCb, MOC/E YEro HaxaTb
Ypanutb ans yaaneHus BblbpaHHOT0 MyHKTa.
Y paneHvne HeCKONbKMX 3anuncein: yaepxxmeas KHomMKy |Ctrl| BbiGepuTe 04HOBPEMEHHO
HECKO/bKO 3anunceit, Nocne Yero HaXXMUTe KHONKY YAannTb.
YpaneHue Bcex 3anuceii: BblbepuTe «YaannTb BCe», MOCNAE YEro HaXXMUTE KHOMKY
Ypanute.
10.1.3 TleyaTb MH(OpMaUMKM NO NapameTpy Tecta

B MeHIO pe3ynbTatoB MH(OPMALMOHHOIO 3anpoca CyLLeCTBYKOT Crefytouive
onepauuun ansa BbiBoga MHOPMaLMK Ha neyaTb:
e [leyaTb OfHON 3anucu: BbIGEPUTE OAHY 3anMUCb W HAXXMUTE KHOMKY [levyatb Ans
BbIBO/la Ha NeYaTb BbIOPAHHOW 3anucu.
» [leyaTb HECKONbKWUX 3anwuceii: yaepxusas knasuuwy |Ctrl| BbibepuTe 04HOBPEMEHHO
HECKONbKO 3anunceid, nocne 4ero Haxmute Mevatb.
MeyaTb BCeX 3anuceii: BbibepuTte «lMeyaTaTb BCe» U HOXMUTE KHOMKY [[Meyats.
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10.2 3anpoc no nauneHTy

Bbibepute «lMo nauyueHTy» ¥ HaxmuTe KHOMKY [3ampoc! pgnsa  nmpocmoTpa
NH(OPMAaLMOHHOIO INCTA NauneHTa.

J_ ISEL_ L 1»An0bI 1 Lro T™F J . 1 |_||._ A

Lu Jj

* bbBp<TKK * Jue/1
T

PucyHok 10-4. VIH(hopMaLMOHHbIA NUCT NaymeHTa

10.2.1 WNHGpopMaLMOHHbIN 3anpoc nayueHTa

B MeHI0 MH(hopMaLMK O MaLMeHTa HaXMUTE KHOMKY [3anpog Ans TOro YTo6bl YBUAETH
OKHO MH(OPMAaLIMOHHOr0 3anpoca nalueHTa.
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PucyHok 10-5. 3anpoc no naymeHTty

Mpouecc HacTpONiKK:

1) YcTaHoBUTe AMana3oH 3anpoca.

2) BblbepuTe ycnoBus 3anpoca, Takme Kak MMs, MoJ, BO3pacT, OTAeNeHue, LUarHos,
HOMep npobbl 1 Tak aanee.

3) HaxmuTe KHoNKy [3anpoc! unm KHonky [OTveHa! Ans BbiIX04a U3 TEKYLLEr0 MEHHO.

10.2.2 W3meHeHWe nHpopMaLmMun naymeHTa

B MeHI0 MHopMaLuK 0 naumneHTe HaXXMUTe KHoMKy [3meHuts! [19 pefakTMpoBaHus
OCHOBHbIX [aHHbIX:

PucyHok 10-6. BBof faHHbIX O naumeHTe
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Bbl MOXeTe BbIGpaTh MOM MalMeHTa, OTAeNeHNe, AMarHo3 U ApYyryto UH(hopMaLMio 13
BCM/IbIBAOLLErO CNMUCKA 6asbl AaHHbIX CUCTEMbl. [10 3aBeplleHUM BBOAA WHOpMaL M
HaXXMUTE KHOMKY OK N5 COXpaHeHUs UM KHomKy |[OTMeHa| Anst OTMEHbI M3MEHEHMWIA.

10.2.3 TlpocMOTp pesynbLTaToB

Mocne BblbOpa ONpPeAeNneHHOro nauuMeHTa HaXmuTe KHOMKY [[pocmoTp| 4TO6bI
YBUAETb COOTBETCTBYHOLLEE OKHO, B KOTOPOM OyAyT OTOOpPaXKeHbl pe3ynbTaTbl TecTa Mo BCEM
napameTpam.

F

Uu M

| Tk KAl Tqvr>

PucyHok 10-7. NpocMOTp pesynbLTaTtoB

B MeHI0 pe3ynbTaToB MHMOPMAaLUM O NauMeHTe HaXXMUTe Ha 1I00YH0 KONOHKY Ha
BbIGOP 4719 COPTMPOBKM BCEX 3anuceil B Mopsfke BO3pacTaHWs Wau B nopsgke ybbiBaHuA. Ha
3KpaHe 6yayT oTobpaxartbCcsi 3Haukm "T" wam "A" cpa3y nocre HauMeHOBaHUS TeKyLLel
KOMIOHKKW. Ecny yncno naumneHToB 60/bLLIOE, COPTUPOBKA MOXET 3aHATb HEKOTOPOE BPEMS.

10.2.4 Y paneHue 3anucu naumeHrta

* YpaneHve O4HOIM 3anucu: HeobXoAMMO BblGpaTb OAHY 3amnucCb, MOCNE Yero HaxaTb
KHOMKY YpanuTe! AN yaaneHns BbiI6paHHOro MyHKTa.
* YpaneHve HeCKONbKUX 3anucen: yaepxmsas KHonky |Ctrl| BbibepuTe 04HOBPEMEHHO

HECKO/IbKO 3anuceid, mocae Yero HAKMUTE KHOMKY Y AainTb
YaaneHue Bcex 3anuceii: Bbibepute «YaanuTb BCe», NOC/E YEr0 HAXMUTE KHOMKY

Y pannitb

10.2.5 TleyaTtb 3anucu naymneHTta
B MeHI0 pe3ynbTaToB MHPOPMaLMOHHOIO 3anpoca CyLeCcTBYOT CefytoLine
orepauuun 45 BblBOAa MH(OPMAaLMN Ha Neyarb:
94

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



9

o Tleuars ONHON 3aMHCH: BLIGEPUTE OAHY 3AMTHCL K HKMHKTE KHONKY Ana
BLIBOAA HA NMe4aTh BHIGpaHHOM 3anuCH.

e JleuaTs HECKONBKUX 3anuceil: yAep)KHBAA KHOMNKY [Curt ) BHIOEpUTE OAHOBPEMEHHO
HeCKOJIbKO 3amuceit, nocne yero HaxxmuTe kKHonky [ley:

o [leuars ucex 3anuceii: BuGepute «IleuataTs Bce» M HAKMHTE KHONKY
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FnaBa N1 BbIK/IOYEHWE CUCTEMBI

Mocne 3aBepLieHUs TECTMPOBaHUS HEOGXOAMMO  MPOW3BECTU  KOPPEKTHOE
BbIK/IIOUYEHME CUCTEMbI. [111 3TOr0 B FNIaBHOM MEHI0 HEOGXOAMMO HaXaTb Ha KHOMKY
BbIKNtOueHMe, Moc/ie Yero Ha 3KpaHe MOSIBUTCS MEHHO BbIXOfa.

-~ o

\ MbXnoum*» Ons»«a

b, .1

r
» 0O
LU I
TIQW Ocam»
& : Agnmcnmcrap 2022t06-14 13.30;M

MLLILLI

PucyHok 11-1. OTK/OYEHNe CUCTEeMbI

Haxmute KHomKy [CMeHWTb nonb3oBaTens! Ans Mepexofa B MEH BXoja B

CUCTEMY.
HaXXmute KHOMKY [BbIXO,L'J, 13 cuctembl! ana Toro yTobbl CUCTEMA aBTOMATUYECKM

COXpaHunia Bce W3MeHeHUA W OTKI4Yunach. [locne 3Toro H806X0,U,VIMO OTK/TIOYNTL

nuTaHwve.
Haxmute KHONKy Hasag ons Bo3Bpara B rf1aBHOe MEHIO.

MpumeyaHve: PeKOMeHAYeTCA XpaHWThb BamMCHy0 nHdopmaunto Ha CD gucke
nnn JUOOOM fpyromMm UungpoBOM HOCKTENE.
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Caasa 12 O6cayxusaune npubopa
12.1 Texauueckoe obcayxnsanune npubopa, nposogHMOe NOJIL3IOBATEIEM

PerynapHoe TEXRHUYECKOE OOCYKHBAHHE BKIIOMALT B ce0a exKeAHEBHBIE H eXEMECAYHbIE
MAHUNYISLUMH, CBA3AHHBIE C OMWLICHHEM 30HEOB o0PasuOB M PEareHTOB, MEXAHHYECKHUX
HANPaBASIOLUKX, & TAKIKE NPOBEAECHHE TIPOMBIBKH CHCTEMBI,

Buumanue:

Bece manunynmyuu cemzaunsie ¢ oNuumienueM 301008 o6pazuoe u peazenmos,
MEXAHUUECKUX HANPABIRIOULUX CTEOpen nposOOUMb MOIBKO NP SsIICTIONENHOM npubope!

12.1.1 IMopaaok BpoBefeHHS exXeAHEBHOrO oficayknsanus
Iepen navanom pabornl na npubope NPoBEANTE OUHCTKY XKRAKOCTHOH CHCTEMBI

Mepen wauanom pabotel nposeanTe npoueaypy «lauteasHas npoMbiekay. [1pH sTom
HeobX0ANMO YOEANTHCA, YTO EMKOCTb ANA AMCTHANMPOBAHHOMN BOAM 3aN0/IHEHA, B JIOTKE
PEarcHTOB YCTAHOBNAEHB! OTKPHITHIE (PNAKOHBI ¢ MPOMBIBAIOLLEH KHAKOCTLIO,

MMocne okonvyanns paborst na npubope

o VYbeaurech, 4TO ¢(AAKOH C NPOMBIBAIOWEH MXUIAKOCTHIO OTKPHIT, EMKOCTL AIH
AMCTHANHPOBAHHOH BOAL! 3aMOJAHEHA, MOCHKE 3TOT0 BLINOAHWTE npoueaypy «nutenbHasn
NPOMBIBKAY.

¢ Buikniouute nutanne npubopa.

OnycTownTe eMKOCTL ¢ OTPabOTAHHBIMK HIMEPHUTEBHBIMH KIOBETAMH.
3akpoiite PNaKOHBI C pearcHTaMK H YOepHTe B XONOAHIILHHK.
OnycToumTe eMKOCTb € OTPAGOTAHHOH IHAKOCTHIO.

HanoanuTte eMKOCTE AT AUCTUANHPOBAHHOR BOADI,

MporpuTe 30HaL! 06pa3iua/peareHToB cNUpTOBOH GezsopcoBoil candeTxoil.
Mpotpure paboune nosepxHocTH npudopa.

Xapaxmepucmuxu cnupma:

JeiicTeyloliee seUIeCTBO: 3TAHON;
O6beMHas 1015 ITUNOBOTO CnupTa, % He mexnee 70

IIpedynpencoenue:

(1) Konuux 3onda obpaiya/peazenmos ocmpesiii. Byosme ocmopoxcust npu sucme,
Ymobst npedomepamums noSpeNcoeHue Koxcu.

(2} pu uucmse 30110a 0083aMenvHO HaAdesaiime 301 UMHSIE nEpUAMKYU

(3) Hocne npoyedypsr owucmxu ssimoiime pyks Oe3un@uuupyiomis cpeocmeos,
ROCKOABKY CYUECMEYent ONRACHOCMY 3aPaNCeH iR,

(4) Ymunuzupyiime omxoosi u scudxocmu 8 coomeemcmeun ¢ CanlTuH 2.1.3684-21
«Canumapro-Inudemuono2unecKue mpebosanun K COOEPICANUI0 MEPPUMOPHT 20POICKUX Ut
CeRbCKUX nocenenull, K 800HSM 00veKmaM, numoesoii 800€ i nuUMveeoMy eodocnabucenuo,
ammocdepromy  8030pXy,  ROYEAM,  JNCHABIM  NOMEWENURM,  IKCNAyamayuu
RPOUIEOOCMEEHRHIX, OGWECMEENNBIX NOMEWEH I, OP2ANUIAUUY U NPOBEDEHUIO CAHUMAPIIO-
RPOMUBOINUIEMUYECKUX (RPOPUAAKMUYECKUX) MEPORPURMU)
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12.1.2 MopsAJoK NpoBefeHNA eXXeMeCAYHOro 06C/Iy>KUBAHNS

[ns 04nNCTKM €eMKOCTeid Ans AMCTUNAMPOBAHHOW BOAblI WM EMKOCTW AN OTXOAO0B
BbINOSIHUTE MONOCKaHWEe BHYTPEHHWX CTEHOK emKkocTeli 20% pacTBOpOM CnupTa, NOCne 3TOro
NpPOMOIiTe EMKOCTW AUCTUNNNPOBAHHON BOAOIA.

12.1.3 MpoBefeHNe TEXHNYECKOT0 06CNYXKMBaHUA Mpy NPOCTOe aHanmsaTopa

MpocToeM aHanM3aTopa CuYMTaeTcsd  OTCYTCTBME  MPOBEAEHMS  KakoW-1M6o  ero
[esTeNbHOCTM (aHanu3 npo6, KannbpoBKa W Ap.) CBbile 7 AHeA. Mo UCTeYeHWU 3TOro Cpoka
HEo6X0AMMO BKOUWTL aHanu3aTop W NPOBECTV npoueaypy «AnuTenbHas NpPOMbIBKa». [pw
3TOM Heo6XoAuMo Y6efuTbCs, UYTO eMKOCTb ANs AWCTUANMPOBAaHHOW BOAbl 3amnofiHeHa, a B
LUTATVBE A1 PEAreHTOB W B 30HEe MPOMbIBKU 30H/4a 06pa3La YCTaHOB/EHbI OTKPbITble (D1AKOHbI C
MPOMbIBAlOLLEA  XMAKOCTbO. [Mpu  AanbHelilemM NPOAO/MKEHWM  MPOCTOS  HEob6XoAuMo
NPOBeJeHNE BbILLEYNOMSHYTOW NPoLeaypbl Kaxable 7 AHEN.

HapyLueHne nepmoAnMYHOCTM NPoBefeHNUs paGoT Mo NPOMbIBKE aHanM3aTopa npu ero
MPOCTOe MOXET NPUBECTM K BbIX0AY PsAa Y3M0B M CUCTEM U3 CTPOS. AHaNM3aTopbl remocTasa
YYBCTBUTENbHbI K ANNTENbHBIM OTK/HOUYEHUSM 1 nepe6osm B paGoTe.

12.2  TexHuueckoe o6cnymBaHue npubopa, NPoOBOAMMOE CrneLnanncTamm

[aHHoli Mogenu npubopa HeO6X0AMMO NMPOBOAUTL TEXHUYECKOE 06CNYXMBaHME Kaxzable
6 mecsaueB. K aToMy BUAY TEXHWYECKOTO OGCMYXMBaHWUS MMEKT AONYCK CepTUDULMPOBaHHbIE
creuuannucTbl Mpolieflive 0obyuyeHMe Ha 3aBOAE M3TOTOBUTENS W MMeloLMe [elicTBYHOLW Ui
cepTUMKaT AOMNycKa K AaHHOW Moaenu npuéopa.

12.3 3ameHa Gymary BCTPOEHHOro MpuHTepa

BCTPOEHHbIN NPUHTEP PacrofioXeH B HYXKHEN MpaBoi yacTu annapara.

1) OTofBUHbTE Pe3VHOBLIN ponuK. O6paTWTe BHWMaHWe Ha TemrnepaTtypy, 4YTOObl HC
MOMYUYUTb OXKeET.

2) MomecTuTe HOBbLIN PYNOH C Bymaroi.

3) YpepxuBas Kpail 6ymaru, npugaBuTe ee posIMKoMm.

4) 3aKpoiiTe KpbIWKY NpuHTEpAa.

12.4 [o6aBneHne NpoMbIBalOLLErO pacTBOpa

1) Mo 3aBeplUeHWNO TECTMPOBAHUA HEOOXOAUMMO MOBEPHYTb KPbIWKY EMKOCTU C
MPOMbIBAOLLMM PacTBOPOM MPOTUB YacOBOM CTPEsNKU.

2) [lo6aBbTe HOBOW XXWUAKOCTU B EMKOCTb.

3) MI0THO 3aKPOINTe KPbILLIKY.

12.5 3ameHa npepoxpaHuTens

MpefoxpaHUTENb PACMOMNIOXKEH PALOM C BbIK/OYaTeNem MNUTaHWA cnesa OT annapaTta.
[nsa Kakaoro annapara CyLLeCcTBYeT Ba NpefoXpaHnUTenNs.

1) OTkNoUMTE NUTaHKe.

2) OTBUHTWTE 3XUM MpejoXpaHnUTeNns OTBEPTKON NMPOTUB YacOBOW CTPESKU.

3) 3ameHuTe Ha HOBbIV NpefoxpaHuTenb Tuna 5A 250 B.

4) ToMecCTWTe 3aKMM B OTBEPCTUE NPefoXpaHUTens.

Mpeaynpe>kaeHne: UCNonb3oBaTbCA [JON>KEH TOMbKO NPefoXpaHUTEeNb yKa3aHHOro
Tuna.
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3axum
NpeRoXpauHTens

Pucynox 12-1. 3amesa npegoxpaunrens

12.6 OGuosaense nporpaMmMioro obecnenenns

B artomMatuyeckom koarynomerpe «Technology Solution 60» ucnoassyercs
nporpamMmHoe obecneuenue sepcun V1.0r, aata obHoBnenus 01.2019. B cayyae Bhixona HoBo#H
BEPCHH MNpPOrpaMMHOro ofecmeueHus, OGHOBNEHHE NPOHIBOAHTCA KBANHDHLUHPOBAHHBLIMH
CneuManMcTaMy aBTOpH30BanHOro npeactasutens 8 PO 000 «JlaGoparopHue peweHuA».
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MnaBa 13 CucTeMHble OWMOKM 1 UX YCTPaHEHUNE

B aToii rnase onucbiBalOTCA 06LMe OWMOKM CMCTEMbI annapara U ux ycTpaHeHue. Ecnu
Bbl HE MOXKETe YCTpaHMTb Npo6nemMy CamoCTOsATENbHO, MOXanyicTa, 06paTuTeck B CEPBUCHBIN
ueHTp OO0 «J1abopaTopHble peLLeHUs».

OwmnobKa

1) Annapart He
3anyckaetcs

2) OwmnbkKa
3arpysku
nporpamMmsl

3) He 3anyckaeTca
NpuHTEP

4) TpuHTEp He
ocyulecTsnseTt
neyarb JaHHbIX

5) Het xungkoctu
B BMKOCTU And
OUYUCTKM

6) Bblnusaetcs
XWOKOCTb 13
éMKOCTW 4Nns
OYMNCTKM

7) OwwnbkKa
NOBTOPHOIO
aHanmsa.

8) O6bvem
3abvpaemMoli
NpPo600TO60PHONA
UFNOW XXNLKOCTU He
OAMHaKOB

9) KoHTponb
KayecTBa BbIXOAUT
3a YCTaHOB/EHHbIE
HOPMb!.

10) My3blpbKK B
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YcTpaHeHue

MpoBepbTe NpefoxpaHUTeNb

MMpoBepbTe HanpsXeHue

OTKNIOYMTE annapat v OCyLLeCTBUTE MOBTOPHbIIA
3anyck cnycta 10 cekyHf

MpoBepbTe MOMOXKEHNE KHOMKM BKN/BBIKN.
MpoBepbTe NpeaoxpaHnTeNb

MpoBepbTe KOPPEKTHOCTb MOAK/HOYUEHNS.

MMpoBepbTe, repmMeTUYHA I EMKOCTb A1 QUNCTKMU
MpoBepbTe KOPPEKTHOCTL PaboThl Hacoca
MpoBepbTe Nepgy3NOHHBIV LWNaHT

MpoBepbTe, repMeTUYHA N1 EMKOCTb 1S OUYMCTKM
MpoBepbTe KOPPEKTHOCTL PaboThl BaKyyMHOI0 Hacoca
MpoBepbTe He MOCTYMAEeT M BO3AYX B LLUMAHT

EMKOCTb Ans peakuum 3arpsisHeHa

O6beM peakLMOHHOM XnAKocT MeHee 150 MKA
MpoBepbTe 4OCTATOUYHO NI peareHTa.
MpoBepbTe 4OCTATOUHO /i MPOGbI

Mnoxoe coeavHEHME C CUTHAIOM JINHUN
3arpsisHeHa peakLMOHHas XUAKOCTb

McTek CpoK rogHoCTU peareHTa

MpoBepbTe KOPPEKTHO N YCTaHOB/MEHA MINa

MpoBepbTe, HE UCTEK W CPOK MOAHOCTU KOHTPOJIbHOIO
maTepuana.

MpoBepbTe, HET M HEOOXOAMMOCTU CKOPPEKTUPOBATb
HacTPOMKKN NnapameTpoB

MpoBeanTe NOBTOPHOE TECTUPOBaHME C
MCMOMb30BaHNEM [PYroro mMeTosa

MpoBepbTe MHKYDOALMOHHYIO TeMMNepaTypy U
npoBeuTe NOBTOPHOE TECTUPOBAHUE C HOBbLIM
pacTBOPOM

Y6eautech, 4TO MOpPLUEHb 3aKPbIT, UCKIOUNTE
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HIDKEKTOpE BO3MOXHOCTS YTeuku. [TposeprTe coeAuHEHNE €O
LWNAHIOM
11) 3arpazuen 30HA YCTAHOBJIEH HEKOPPEKTHO, YTO CNOCODCTBYET
30HA yTeuke

QuucTUTE 30HA HAHK 3IBMEHHUTE HA HOBBIH

Y6eanTecs, 4TO HA 30HAE HET OCTETKOR XHAKOCTH
Y6eaurech, YTO HKUAKOCTS I8 OYHCTKH Ha 3arpA3HEHa
VYeranosuTe ABOHHYIO MPOMBIBKY B CHCTEMHBIX

dacTpoilkax

12) Unkybauunous TpoBepbTe TEMNEPATYPHLIEC HACTPOHKH, YCTRHOBHTE
an Kamepa He napameTp Temnepatyptl Ha 37 °C.
HarpesaeTca

13) VYreuka INpoBepbTe HanuyKe wnaxra B EMKOCTH 418 OTXO0B
XKHAKOCTH H3 Emxoct aAna otx0R0B NepenonHena
annapara

Onucanne cumBona

3Hak nepHoAa UCMONL30BAHUA OXPaHBI OKpYX alowWeH cpeasl

3HaueHue 3HaKa: DJEKTPOHHBIIE HHPOPMALMOHHEIR NPOAYKT COACPNKUT ONpEACNCHHbIE
TOKCHYHbIE / ONACHbLIE BELECTBA, CPOK HCTIONB30BAHHA KOTOpLIX cocTasnseT 20 net. Bul moxere
HCNONL30BATh €ro B TEYEHME 3Toro nepuofta. Koraa 3moT nepuon UCTEKAeT, NPOAYKT AONKEM
BOHTH B CHCTEMY NepepaboTKH.
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"naBa 14. Y NakoBKa, XpaHeHue, TpaHCNOPTUPOBKa

Mpnbop ynakoBbiBaeTCA B (paHepHbIi  Kopob6, obecneymBaroLmii  COXPaHHOCTb
MEAMLUMHCKOrO  u3fenms 0T  K/IMMAaTUYecKMX W MeXaHWYecKUX  BO3[eNCTBMIA  mpu
TPaHCNOPTUPOBAHUN.

BHyTpn kopoba npubop CO BCeEX CTOPOH OKPYXXEH MPOKIagKaMu W3 BCMEHEHHOrO
nonumepa. Takxke, MPOKIajgKa W3 BCMEHEHHOro Monumepa [O/HKHAa Haxo4uTbCA BHYTPU
aHanmMsaTopa, 3aliuilas OTCeKN Ans peareHTOB M 06pasLoB, a TakKe 6/10KOB Npo603abopHMKa 1
y3na 3axBaTa KlOBeT. PemMHVM MexaHW3MOB nepemelleHns 6/10KoB Mpobo3abopHuka v ysna
3axBaTa KHBET [O/DKHbI ObITb CTAHYTbI MOAMMEPHBIMU XOMYTaMM1, UCKIKOYAOWKUMK CyYaliHoe
nepemMeLLeHme y3/os.

XpaHuTb n3fenve HeobXoauMo B CyXMX NMOMELLEHMAX Npu TemnepaTtype

oT - 20 °C o + 55 °C 1 OTHOCUTENbHON BRaXXHOCTK <85 %

Bepeub 0T nonagaHns Bnaru.

36eratb HarpeBaHUs WanM XpaHeHWs Nnoj BO3AeNCTBMEM MPSMbIX COTHEYHbIX JTyYeil.

MomeLyeHne ANa UCCNeaoBaHUiA LOMKHO UMeTb TeMnepaTypy akcnayatauum ot + 10 °C
A0 +30 °C 1 0THOCMTEeNbHON BRaxHocTh < 70 %

Ecnm npubop oxnagmnca BO BpeMs TPaHCMNOPTUPOBKW, MOJOXAWUTE, MOXanyhcTa, noka
OH HarpeeTcsi ;0 KOMHATHOM TemnepaTypbl, MPeXje Yem ero BKAYaTh.

Mpy NOCTaHOBKE Ha XpaHeHWe u3fenne AO/MKHO OblTb YNakoBaHO B YMakOBOUHYHO Tapy
nocrasLiunka (MpeanpuAaTAA - N3roTOBUTENSA).

[JonyckaeTtcqa TpaHCNOPTMPOBKA TPAHCMOPTOM BCEX BWAOB B KPbITbIX TPaHCMOPTHBIX
CpeLcTBax B COOTBETCTBUM C MpaBuiaMu MepeBo30K, AelCTBYIOWMMN Ha TPaHCNOpTe JAHHOro
BAa Npyu TemnepaTypHoM pexume oT - 20 °C go + 55 °C M OTHOCMTENbHON BNAXHOCTU
Bo3gyxa fo 85%.

Mpunbop LO/MKEH TPAHCMOPTMPOBATLCA TO/IbKO B YNakoBKe NocTaBliuka (Npegnpuatus -
N3roToBUTENS).

JonyckaeTca TpaHCNOPTMpOBaHWE Wu3[enus B [LOMNOAHUTENIbHOM TPaHCNOPTHOW Tape
TPaHCMOPTHOM KOMMaHWUW.

Cnoco6 yknagkum TpaHCMOPTHOM Tapbl C U3LENUAMU JO/MKEH UCKIOYaTb BO3MOXHOCTb
NX NepemeLLeHms.
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»

I'naea 15. F'apaHTHH HITOTOBNTEAS

Cpok 2xcnayarauuu npubopa — 5 ner.

AsropnzoBaHubiii  npeactaguress B PP 000  «JlaGopatopHbie  pelWeHWA»
MPEAOCTABNAET TapaHTHHUHBIA CpOK SKcnnyaTauwn npuGopa 3 roaa co AHd BBOAA €ro B
3KCIUIYATALMIO NIPH YCAOBHH COOMOACHHA MpPABUI KCIUTYSTAUMH, NPUBEACHHBIX B HACTOAWIEM
PYKOBOACTBE.

Oneparop AOMKEH HCNONB30BATE MPUOOP B COOTBETCTBHU C HACTORLUMM PYKOBOACTBOM
NO SKCTLTYaTALHMU.

Jins npasunbHOrO HCNOAb3OBaHMR npubopa BO BpeMA BBOAQ B IKCIUTYATaLMIO Halll
npeacTasutens nposeaer oSyyenne no paGore Ha npubope.

Mpu BO3HHKHOBEHUM HEHCIIPABHOCTH B NpHOOpe, CBMKUTECH ¢ KBANTHOHUMPOBAHHBIMH
CNCUHANHCTAMHU NIPSACTABHTENLCTRA Hallel koMnakuy B PO,

Ilna coxpaHeHWa rapaHTHH Ha npuGop HeoOXOAMMO B TEYCHHE BCErO rapaHTHiiHOro
CpOKa MCMONB30BATL HAGOPHI PEAreHTOB, KIOBETH! W MPOMBMBOYHBIA PACTBOP, PEKOMEHAOBAHHbIE
aBTOpH30BAHHMIM npeactasuTeneM B PO OO0 «JlabopaTopHiie pelueHna».

Honoauurensno ofpaiiaeM BHHMAHHE MOAb3OBATEAS npuGopa, YTO BO3IMOKHOCTL
3KCNAYaTaUKH  MEAMULHHCKOTO OOOpYAOBAHMA OAHOTO MPOU3BOAHTENA COBMECTHO ¢
NPHHALIE)XHOCTAMH APYTOTO MPOU3BOAHTENA ONPEACNACTCA ABTOPHIOBAHHKIM MPEACTABUTENEM
B PO OO0 «JlaGopaTopHbie peHICHUA».

B cnyyac HapyWeHHs BLIWIEYKA3AHHBIX YCNOBHIH, ABTOPH3OBAHHIA NpeacTasuTens B PO
000 «JlaGopaTopHble pelieHHS» CHHAMaeT ¢ ceba Ao0yi0 OTBETCTBEHHOCTL 32 KAYeCTBO
BLIAABAEMBIX PE3YABTATOR K 3a pabotocnocobHocTe npubopa, a Take BNpaBe OTKa3aTh B
3aMEHE MO rapaHTHK BbilEALLIEro H3 CTpos Npubopa Ky Kakoii-nubo ero uacTy.

PernaMenTHOE U cCepeuCHOe OOCTYXKMBAHHE JOOMKHO NPOBORHTLCA B NEPHOABI,
yKa3aHHbIE B HAaCTOAIIEM PYKOBOACTBE, CTICLMANMCTAMM, HMEIOIUKMMHY  ACHCTBYIOWMH
cepTudHKAT AONYyCKa HA AAHHYIO MOZeNb Npubopa.

CepTudmkar Aonycka MOKET BLIAABATLCA ABTOPHIOBAHHLIM NpeacTasuTeneM 8 PO 000
«J1aGopaTopHbie pelIeHHA», noche npoxoxaenus obyuenud Ha Oase ronoBHOrO oOduca,
CEPBHCHOH cy KOs,

MpH BO3IHWKHOBEHMH HEWCMPABHOCTH BCNCACTBHE HENPABHJILHON 3KCIUTYaTAIHNA
npubopa, a Takke He cOOMOACHHE BhiLIE NEPEUHCACHHBIX YCIOBUI rapaHTHs NPEKPAWAETCH.
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MepeBof C KNTANCKOro N aHrINACKOro A3bIKOB Ha PyCCKMUiA

CEPTUPUNKAT

CCPIT
KuTainckunini KoMMTeT COAECTBUSA Pa3BUTUIO MEXAYHAPOLHON TOProBau
/Tep6 KnTtaiicKoro kKoMmmTeTa COAENCTBUA Pa3BUTUIO MEXAYHAPOAHOWK Toprosnu /

Kutalicknii KOMUTET COAENCTBMSA Pa3BUTUIO MEXAYHAPOAHOW TOProBnun
MexgayHapogHas Toprosas nanarta Kntas

CtpaHuua 2

KNTaNCKMN KOMUTET COAeNCTBUA PasBUTUIO MesafyHapoaHOIi TOProBau -
MeagyHapoaHasi Toproeas nanata Kutas

01108524
CEPTUND®UKAT

QR-kopg

Ne 234403A0/025703

HACTOAWMNM YOOCTOBEPAETCSH nognuMHHocTb noanucy YsHb Li3sHa komnanunm «PINTY
NAN® 3HA AHATUTUKANI CAMIHCUC KO., NTA.» 1 neyat YKasaHHON KOMMaHWKM Ha
npunaraemom JOKYMEHTE.

KoHrpuska: Ceptudukaumna CCPIT. CneumnanbHaa neyatb Ans ceptudumkayum (24).

KunTtaliCcknii KOMUTeT COAENCTBUSA Pa3BUTUIO
MeXAYHapo4HOW TOProsan

Mognucb yNnosIHOMOYEHHOIO finua:
/Mognuck/ Uxoy CutoaHb

Oata: 26 mada 2023 r.

MeuyaTb: KWTaNCKUin KOMWUTET COAENCTBUSA
pa3BUTUIO MeXAyHapoaHow Toproenu, CCPIT,

CepTutukauyma. CreuymanbHad nedvatb A
cepTugukauunm (24).

Beb6caiT gns nposepku ceptudumkata: http://www.rzccpit.com/validate.html
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MepeBoA C KNTANCKOro M aHrIMNCKOrO A3bIKOB Ha PyCCKWit

YTBEPX A
/Moanuce/

25.05.2023 T.

MeyaTb: PANTY NAN® 3HO AHATUTUKAN CAV3HCUC KO., NTA.

PYKOBOACTBO MO SKCMNNYATAL NN

ABTOMAaTMYECKUNIA KOarynometp
«Technology Solution 190»

/nzobpaxeHue/
Bepcuma 2.0 O6LLECTBO C OrpaHNYeHHONM OTBETCTBEHHOCTLIO “JlabopaTopHble pelleHns”, 656037, Poccus, T.
BapHayn, np. KanmHuHa, 116/10, oguc 108, 1. 8-800-551-61-71, www.iahsoiution.ru. wyyyy./iao-peLleHue. pa,

e-mail: salcs'i7-lah-solution.ru
Mevats: PATY JNIAND AHO AHANTUTUKAN CAMN3HCUC KO., nTAa.

HacTosmin NepeBOA C KUTAWCKOrO W aHMWMACKOTO A3bIKOB Ha PYCCKWUA A3blK BbIMOMHEH MEPEBOAYUKOM
3amapaeBoii AHacTacuein CepreeBHoid. 1, 3amapaeBa A.C., NOATBEPXKAAD, YTO TEKCT BbIMO/IHEHHONO MHOW MepeBofa
MO/IHOCTbK COOTBETCTBYET TEKCTY NPeACTaBNeHHOr0 MHe JOKYMEHTA Ha KUTaiCKOM W aHI/IMIACKOM A3blKax.
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Poccuitckas ®egepayma
Fopopg bapHayn Antaickuii kpab
CebMOro MIOHA ABe ThiCAYM ABafLaTb TPeTbero roga

A, MNMepsakosa JTrogmuna NeopruesHa, HoTapuyc bapHaynbCKOro HoTapmanbHOro okKpyra
CBMUAETENbCTBYHO NOAJMHHOCTb NOANMUCK NepeBofuMKa 3amapaeBoli AHacTtacumn CepreesHbl.

Mognucb caenaHa B MOeM NMPUCYTCTBUN.

JInyHoCTb NojnucasLlero 4OKYMeHT YCTaHOB/EHaA.

3apernctpmpoBaHo B peectpe: Ne 22/28-1/22-2023-4-346.

YnnayeHo 3a COBepLIeHMe HOTapuanbHOro aencrems: 650 py6. 00 kon.

N.T".MepBakoBa
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(‘7' Automatic coagulometer "Technology Solution 190". Manual

How to use this manual

Thank you for becoming the owner of the automatic coagulometer “Technology
Solution 190™! Before using the device, please read the instructions carefully.

To achieve an optimal result, it is necessary to become familiar with the principle of
operation of the equipment before embarking on a clinical trial.

This manual will provide information about the installation. daily use, maintenance and
other aspects of working with the “Technology Solution 190" automatic coagulometer.

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

For all technical questions, please contact the distributor.

Warning: In case if you ignore these precautions when working with the device, this
can lead to a distortion of the analysis results, damage to the analyzer's parts and even a
threat to the health of the operator.

Precautionary measures:

Note: The device is used for clinical studies. A clinical diagnosis, based on the results
of the analysis, must be made by a doctor in accordance with the clinical symptoms and a
number of other results.

Notification

Limited Liability Company "Laboratory Solutions" reserves the last right to make
changes to the instruction manual.

The illustrations contained in this manual are given as examples. they may not
correspond to the product in real performance. lHustrations arc not intended to be used for
other purposes. Without the written permission of Laboratory Solutions Ltd., the reproduction
or modification of this manual is prohibited.

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

+ assembly, re-adjustment. revision and repair should be carried out by persons who
have special permission from Laboratory Solutions LL.C:

« the product must be operated in accordance with this manual;

* All electrical devices must comply with international standards.

Note

Specialists in the field of medical laboratory research. specially trained doctors. nurses
and laboratory technicians are allowed to work with the device.

Attention

« If the user cannot ensure proper operation / maintenance, the device may fail and even
pose a threat to the health of the user.
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Automatic coagulometer "Technology Solution 190". Manual

» Ensure that the instrument is operated under the conditions specified in this manual.
Otherwise, malfunction of the device, distortion of the analysis results, damage to the
analyzer's parts and injuries are possible.
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Automatic coagulometer "Technology Solution 190". Manual

Packaging symbols

Temperature limit
Transport packaging must be contained within

given temperature conditions.

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

fop
Transport packaging must be specified,

side up
Keep away from moisture

.|\ = Avoid exposure to sunlight.

Do not roll

Symbols on the label:
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Automatic coagulometer "Technology Solution 190". Manual

Danger

A
Biological hazard
A
Do not touch
(8 )
Do not put your hands inside the appliance during operation.
A

Labeling layouts for the “Technology Solution 190" device

TECHNOLOGY
SOLUTION 190

Ormmu*caldamrymanT|l mTtUmotofySeMiof) IM»

VXV~ ® dl VD

e0-J401 »lfy/BOl« «HO8T

a 1 n>.ew>,«id«tKINMihM\ StIAi>y><nOMnnO ftrS»i4«C9<.HMA

IWFM « 4|11 » iwduMHjH tM *>na MHUwaWwW KwIW b, tw t H>W > fy».
*4<ytn W ftmiC Oft KW=

F iftianr««w»wtsiiv— PaaT »*u s« MMMAK
N om H*M)NW «icl»d«l»)<a0f

BHuMaHune: Hano/mHATbL €éMKOCTb
ONS KIOBET He Bblle KpacHOoW nuHun!
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Automatic coagulometer "Technology Solution 190”. Manual

A BHumaHue:
t

M0 YeMMmeM AMOMUMMOPLI MPOBCTPbI» TOBHOCTb AAEKTPONMTAMUS. LNATUM
AN penremMro«, UNATUM A/M 06p*»i|0>. wTaTnum 18 CPOUHAH Npo6, urn r*méom
60pPHUMX ArM NPo6 1 peareHToB. ["30Mrpble. AOCTATOYHO N AMAMANKD OBMHOM

N XUAKOCTW ANA NMPOMbIBKM, ONOPOMUEH NN OT 0TpaboTal**» KIOBET /I0TOM
n c/MTa Jin «ngHocTb V) emkocTn A/MOTKOAG*

2. BO wpe*r paboTbl ycrpot*Tva. TToxanyiicra. M« nomeljaiite pyloT B paboyee
MPOCTPAHCTBO, YTO6bI HabexaTb NOBPEeXJeHus.

i O/ nonyyeHna TOHHbI peTynblaloB, YACKTOBEpPbTEC*. 4YTO KpbilKa bhKpbITA
BO BpeMs paboTbl ycTpo« TBa

A Mtxae awHntcTeuHtR ycTpoiicTBa, noxanyicra, MKpoiTe hNakoHbl C peareHTom
KpblWKamu, ybepute cTaHgapTHble 06pamu, KOHTPO/IbHbIE 06paTLbl U ««ccrefyevble

06pajuM u» wWam»Ha ana obpatuyoe. Mrpii»Heuiin pa6ouyero cTona ouncTuTE
€TO bISITMOU TKaHbIO.

5N H*CT* " MIKI9

Oonogbl

A*

N36eralite 6uosarpasHeHmns. MNpn ouncTtke
KOHTeHepa A/ OTX040B UCNOJb3yihTe
pe3nHoBble NepyaTkn 1 ygansaite KBeTbl,
KOrAa KOHTelHep 415 OTXO40B 3an0/IHEH.

A NPEAYNPEXAEHWNE

HE TPOTAVTE
OBMKYLWMECA YACTU
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MPEAYNPEXAEHWE

noxdlel A8 pyiw BHYTPb
K3 wroms p(NgemHm aHaraiza

use

RS-232 WLAN

MpeaoxpBHUTENb
10A 250 B

MouwHocTb
100-240 B
50ry/60ry

500 BTt

Labeling mockups for packaging

SIZE:
dw : kg
bmaimn «ndtn>«ar 1m»*en<ar irOT’F»

LUK Pweiirr AGM H L
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VO

Product: AUTOMATED COAGUUHON ANALYZER

SN

Safety Precautions and Safety Tips

For in vitro diagnostic use only. Carefully read the following warning before use and
strictly adhere to it.

Attention! Before operating the device, it is necessary to carefully read the safety
regulations and strictly observe them.#

« If the device emits an unusual smell or smoke, immediately unplug the power supply
and unplug the power cord. If the device is used in such a state for a long time, there is a risk
of fire, electric shock or injury. Contact your local service representative for an instrument
check.

» Take care 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 or smoke. If this happens, unplug the
power supply immediately and unplug the power cord. Then contact your local service
representative for an instrument check.

* Do not touch the electrical circuits inside the device, 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 instrument. To prevent burns caused by engine failure. After completing the job,
wash your hands with a disinfectant.

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

* Do not touch the internal parts when the device is working, especially moving parts, not
adhering to this may result in injury.

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

» Reagent use and disposal
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o Do not allow reagent to enter the skin. In case of contact with skin or clothing, rinse
with plenty of clean water to prevent infection.

o If 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, drinking plenty of
warm saline water, and consult a doctor immediately.

¢ In case of accidental contact with the reagent, immediately wash the skin thoroughly
with water.

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

o When replacing reagent, use precautionary measures and wear gloves.

Power Supply Voltage, Connection, and Grounding

¢ Ensure that the power source and instrument ground is reliable and stable.

¢ Do not plug in the power cord to an outlet that does not correspond to a voltage of
100-240 V. Otherwise, a fire or electrical shock may occur.

* When installing, be sure to use the three-wire cable supplied with the device, ensure
good grounding and place the device in a place where you can freely tum off the power.
Otherwise, 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 result in electric shock
and fire.

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

1.1. Introduction
1.1.1. Device name

Automatic coagulometer "Technology Solution 190",
1.1.2. Features

1 The medical device "Automatic Coagulometer "Technology Solution 190" 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
monitoring of thrombolytic and anticoagulant therapies, etc.

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

3. Fully automatic coagulation analyzer, which allows you to analyze a large number of
samples with high performance, with the function of automatic dilution of samples, automatic
calibration with the possibility of saving.

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

5. Creation of up to 15 user-configurable profiles, including one or more simultaneously
executed tests.

6. Supports continuous addition of STAT samples during analysis.

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

Classification: matrix, laser, inkjet.

Connection type: USB, wireless.

8. Open system.

9. 11L7 medical protocol, which interacts with the laboratory's clinical information system.
Supports two-way data exchange with LIS.

10. Arbitrary installation of STAT samples.

11. A large amount of data archive: saving 150,000 calibration curves, 150.000 reports on
the results of the study.

12. Generates a variety of reports for printing analysis results.

13. The standard configuration type of the device is desktop. No additional stand is
required.

14. Availability of sample scanners and reagents.
The product includes:
Automatic coagulometer “Technology Solution 190” - 1pc.
Operation manual - 1pc.
Instrument passport - 1pc.
Capacity for distilled water - 1pc.
Container for discharging liquid waste - 1 pc.
Power cord - 1 pc.
Wire for ground connection - 1pc.
Fuse - 2 pcs.
Hose for waste disposal - 1 pc.

© oo N R WD R
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10. LAN cable - 1pc.

11. Cup for samples 1.5 ml (if necessary) - no more than 100 pcs.

12. Handles for carrying the device (if necessary) - no more than 4 pcs.

13. Micro adapter for samples (if necessary) - no more than 2 pcs.

14. Adapter for sample cups (if necessary) - no more than 2 pcs.

15. Guide plate for used cuvette (if necessary) - no more than 1 pc.

16. Bottle for reagents 023 mm (if necessary) - no more than 2 pcs.

17. Bottle for reagents 035 mm (if necessary) - no more than 5 pcs.

18. Bottle for reagents 028 mm (if necessary) - no more than 2 pcs.

19. Magnetic stirrer (if necessary) - no more than 2 pcs.

20. Label for reagents (if necessary) - no more than 2 pcs.

21. CD with software (if necessary) - no more than 1 pc.

22. Reader for reagents (if necessary) - no more than 1pc.

23. Reader for samples (if necessary) - no more than 1pc.
NOTE: The use of a barcode scanner is optional. To resolve the installation issue, please
contact an Authorized representative of the manufacturer in the Russian Federation.

1.2 The layout and structure of the device

Figure 1-1. The main view ofthe device.

The layout includes the instrument and PC, the device is operated using a PC. WLAN interface
is used for communication between instrument and PC. The device can be mounted on a stand (not
included in the scope of delivery). The main parts of the device: a hopper for loading a reaction cell,
a sampling system and reagents, a thermostat, a measurement system, a washing system, a data
processing system, and a computer system.

14
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View of the front panel "Technology Solution 190"».
Legend: 1- Front Panel. 2 - Status screen. 3 - Protective cover. 4 - Cover the hopper
loading cuvette. 5 - Top panel. 6 - Right sidebar. 7 - On / Off button. 8 - Capacity for waste
cuvette. 9 - Secondary switch.

View of the rear panel "Technology Solution 190"».
Legend: 1- Rear Panel. 2 - Power supply connection point (as well as two fuses). 3 -
Grounding. 4 - WLAN interface. 5 - Left sidebar. 6 - Outlet of waste liquid. 7 - Distilled water
inlet.

15
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Legend: I - Disk samples. 2 - Positions for STAT samples. 3 - The position of cleaning
the sampler sampler. 4 - Automatic ditch loading unit. § - Sampler. 6 - Reagent probe. 7 -
Module measuring system. 8 - Place of discharge of spent cuvettes. 9 - Position cleaning
reagent probe. 10 - Frame. 11 - Reagent Disk.

Legend: 1 - Power Module. 2 - Board Module. 3 - Dosing piston sampler and probe
reagents. 4 - Liquid valve. 5 - Feed pump. 6 - Valve block waste fluid.

1.2.1 Automatic loading and unloading system ditch

The automatic loading mechanism and the receiving mechanism of the measuring cuvettes
carry out the distribution of the cuvette in the measuring unit, taking them into account and
discarding the already processed cuvettes into the tank for the used cuvettes.

16
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1.2.2 Dosing 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.
1.2.3 Thermostatic system

The thermostatic system includes cooling of reagents, preheating of the reagent incubation of
the reaction liquid and maintaining the temperature regime during testing.

1 Cooling: the temperature of all reagent positions is ~ 16 ° C.

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

3. The incubation unit has 18 incubation cells with a constant temperature of 37 °C.

4. The measuring unit has 13 measuring ceils with a constant temperature of 37 °C.

1.2.4 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: 8 measuring channels are involved: 1, 2, 3, 4, 5, 6. 7 and 8 marked in
black, as shown in the figure below. The wavelength is 660 nm.

2. Chromogenic and immunoturbidimetric methods: 5 measuring channels are involved;!, 2, 3,
4 and 5, shown in the figure below. The following wavelengths are supported: 405 nm, 575 nm. 660
nm. 800 nm.

3. Incubation of the reaction mixture takes place in positions 1-18, marked in red.

4. Positions land 2 are the discharge positions of the spent cuvettes.

Measuring channels for

chromogenic method / Measuring channels for
immunoturbidimetry coagulation process
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Figure 1-2. Top view of the measuring positions of the measurement unit.

Discharge positions
ditch
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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 2020710843 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 pl) — 1000 pcs. in the package.
- Disposable cuvette for coagulometers “Technology Solution 60", “Technology Solution
190", "Technology Solution 400": K2 (700 pl) — 1500 pcs. in the package.
Technical characteristics of the cuvette:
Volume 700 ul;
The total height of the cuvette is 30.06 + 0.15 mm;
Diameter of the landing part of the cuvette - 10.00 £ 0.1 mm;
External diameter of the bottom of the cuvette - 7.70 + 0.1 mm;
Distance of the measurement area from the mating plane - 21.40 = 0.1 mm;
External diameter of the measuring part of the cuvette - 7.75 + 0.1 mm;
Wall thickness in the measuring part of the cuvette is not more than - 1.08 + 0.03 mm;
The maximum deviation of the cell wall thickness in the measuring part is 0 ... + 0.01

e & & & & & & o

mm.
¢ Displacement radius — 1.6020.03 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.
1.2.5 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 container: 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 ",
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1.2.6 Data processing system

The system processes and analyzes data and performs physical, chemical and biological
analysis.

1.2.7 Computer system

The system coordinates various activities and monitors the operation of the device, including
the interaction of man and equipment, displays information and performs printing.

1.3. Device capabilities
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 llbrinolytic 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 1.4. of this manual.

Human blood plasma stabilized with an anticoagulant (sodium citrate) is used for analysis. Any
other material is considered unintended.

1.4. Measured Parameters

All measured parameters 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
method) g/l
Fibrinogen (modified Clauss FIB MMC Coagulation _
method) g/i
Thrombin time 1T Coagulation s (second)
Lupus Anticoagulant LA 1 LAI Coagulation s (second)
Lupus Anticoagulant LA2 LA2 Coagulation s (second)
Coagulation factor 1, V, VII, VI, Coagulation %
IX, X, XL XII
Coagulation factor Xl Chromogenic method %
Antithrombin 111 AT3 Chromogenic method %
Plasminogen Pig Chromogenic method %

19

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



Automatic coagulometer "Technology Solution 190". Manual

Protein C PCch Chromogenic method %
Protein C PCco Coagulation %
Protein S PSch Chromogenic method %
Protein S PSco Coagulation %
Heparin Hep Chromogenic method IlU/ml
DOAC Hep2 Chromogenic method ng / ml
a 2 antiplasmin a2AP Chromogenic method %
Fibrinogen degradation FDP Immunoturbidimetry mkg / mi
products

D-Dimer D-dimer Immunoturbidimetry ng/ ml
Antigen factor Von VWFAg Immunoturbidimetry %
Willebrand

Fibrin-monomer M Immunoturbidimetry mkg / ml

1.5. Technical parameters of the automatic coagulometer "Technology Solution 190"

Testing method

Wavelengths

Tabnuua 1-2
Coagulation process (optical scattering method),
chromogenic method and immunoturbidimetry (optical
transmission method)
Coagulation method: 660 nm
Chromogenic and immunoturbidimetric methods:
405 nm, 575 nm, 660 nm, and 800 nm.

Measuring Positions 13 positions

Incubation positions 18 positions

Discharge  positions  for 2 positions

ditches:

Performance: 190 tests / hour (PT test)

Sample positions:

Reagent positions:

Maximum load of measuring
cuvettes:

50 positions for samples, 5 positions for STAT samples
24 cooled positions, 5 non-cooled positions
300 measuring cuvettes

Nutrition: a.c.l00-240V, 50Hz/60Hz
Power: 500 watts
Terms of Use: 10 £30 ”C, relative humidity ~ 70%

Storage conditions:

Interface:

Safety class for software acc.
To EN 62304

electrical safety

according to EN 61010-1

Group of dependence on
perceived mechanical
influences  according to

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

-20 "C 55 "C. relative humidity ~ 85%, Pressure: 50

kPa ~ 106 kPa, in a well ventilated room
WLAN, RS-232 port, USB port
A

- Overvoltage category |.

- Degree of contamination 1

- Protection class |.

2 - wearable, portable and mobile, not intended for use
when carrying and moving within a stationary room
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GOST R 50444-92

The degree of protection of
the analyzer from dangerous
penetration of water or solid
particles - IP

n/n

1.6.Description of the composition of the automatic coagulometer "Technology Solution

190"

Description

Capacity for a distilled
water

Capacity for draining
of liquid waste

Cup for samples of 1.5
ml (if necessary)

Network cord

Wire for connection of
grounding

Handles for carrying
the device (if
necessary)

The micro adapter for
samples (if necessary)
The adapter for cups
of samples (if
necessary)

The directing plate for
fulfilled a ditch (if
necessary)

Hose for draining of
waste

Safety lock

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

IP 00

Assignment
It is intended for a distilled
water

It is intended for collecting the
fulfilled liquid

Are used for samples or scarce
plasmas during test by the
device

Provides electricity feed-in to
the device

Provides protective grounding
of the device

Designed to carry the device

Designed for installing cups in a
tripod for reagents

It is intended for installation of
cups with scarce plasmas in a
support for reagents

It is intended for the direction of
reset fuiniled a ditch in capacity
outside the device

It is intended for replacement of
a hose for draining of waste

Performs protective function,
protects an electrical circuit and
its elements from overheating
and ignition at course of current
of high force.
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Technical specifications

Volume; 20 1

Overall dimensions:
Height: 360 mm = 1 mm;
Width: 280 mm = | mm:
Depth: 280 mm £ 1 mm.
Volume; 20 1

Overall dimensions:
Height: 360 mm = 1 mm:
Width: 280 mm = 1 mm;
Depth: 280 mm = 1 mm.
Diameter: 15 mm + 1 mm.
Height: 25 mm = 1 mm.

Length: 1800+ 10 mm.
Voltage: up to 500 V.
Diameter: 7 mm = 0.5 mm.
Voltage: up to 600 V
Length: 5200 mm = 10 mm.
Diameter: 4 mm + 0.5 mm.
Diameter: 28 mm.

Diameter: 24 mm = 1 mm.
Height: 29 mm = 1 mm.
Diameter: 24 mm + 1 mm.
Height: 29 mm £ 1mm.

Width: 118 mm.

Length: 500 mm + 5 mm.
Diameter: 12 mm £ 05
mm.

Diameter x Length: 5x20
mm.

Current strength: 10 A.
Voltage: 250 V.
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&

LAN cable

It is intended for connection
with the managing computer

Length: 2500 mm + 10 mm.
Diameter: 0.7mm £ 0.5mm.

Bottle for mm @23
reagents (if necessary)

It is intended for reagent storage

Volume: 25 ml.

Overall dimensions:
Diameter: 23mm % Ilmm;
Height: 45 mm £ | mm.

Bottle for mm @35
reagents (if necessary)

It is intended for reagent storage

Volume: 30 ml.

Overall dimensions:
Diameter: 35mm = Imm;
Height: 60 mm £ 1 mm.

Bottle for mm 28
reagents (if necessary)

It is intended for reagent storage

Volume: 20 ml.

Overall dimensions:
Diameter: 28mm *= lmm;
Height: 50 mm + | mm.

analyzer on the computer

Magnetic mixer (if [ It is intended for hashing of | Length: 15 mm.

necessary) reagents

Sticker for reagents (if | It is used for designation of | Length: 13 mm+ 0.5mm.

necessary) installation sites of reagents in a | Width: 5 mm + 0.5 mm.
support

CD with the software | It is intended for installation of | Capacity: 700 MB.

(if necessary) the software managing the | CD type: Laser.

The reader for
reagents (if necessary)

It is intended for reading of a
barcode of reagents

Specifications:

* Wavelength: 650 nm.

* Power: up to | MW.

* Laser class: 2.

* Maximum distance to the
barcode: 90 cm.

* Reading speed: 104 =12
barcodes per second.

* Power consumption: 95
MW.

*  System
hardware.

connection:

The reader for
samples (if necessary)

It is intended for reading of a
barcode of samples

Specifications:

* Wavelength: 650 nm.

* Power:upto | MW.

* Laser class: 2.

* Maximum distance to the
barcode: 90 cm.

* Reading speed: 104 + 12
barcodes per second.

* Power consumption: 95
MW,

*  System
hardware.

connection:
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1.7.  Description of medical devices intended for use in combination with the medical
device "Automatic coagulometer "Technology Solution 190", not included in the delivery
package.

Number and date of
issue of the
registration
certificate

A set of reagents for the RZN 2020/12933 of The medical device "TS-APTV"
determination of activated partial December 14,2020 is designed to perform a basic

Appointment

Name

thromboplastin time for the line of
coagulometers "Technology
Solution" (TS-APTV) according to

technique for the study of the
hemostasis system - the
determination of activated partial

TU 21.20.23-082-42349142-2020 (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
plasma.

A set of reagents for determining RZN 2020/12930 of The medical device

the prothrombin time for the line of December 15, 2020 "TS-Thromboplastin” is designed

coagulometers "Technology to determine the prothrombin
Solution" (TS-Thrombopiastin) clotting time (PV) in venous
according to TU blood plasma, calculate the

21.20.23-083-42349142-2020 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 delect
dysfunction of the external
coagulation pathway.

A set of reagents for determining RZN 2020/12659 of The medical device
thrombin time for the line of November 24. 2020  "TS-Thrombin" is designed to
coagulometers "Technology determine the thrombin time on

Solution" (TS-Thrombin) on the the line of semi-automatic and

23
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™

TU 21.20.23-084-42349142-2020

automatic coagulometers
"Technology Solution".
Determination of thrombin 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 (cirrhosis
of the liver) dysfibrinogenemia.

A set of reagents for determining
the concentration of fibrinogen for

the line of coagulometers
"Technology Solution"
(TS-Fibrinogen) on the TU

21.20.23-085-42349142-2020

RU No. RZN
2020/12640 of
November 30, 2020

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 various
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 { RZN 2020/12691 of | The medical device
the concentration of fibrinogen for | November 30, 2020 | "TS-Fibrinogen-calibrator" is
the line of coagulometers designed to obtain calibration
"Technology Solution" values of clotting time when
(TS-Fibrinogen calibrator) determining the concentration of
according to TU fibrinogen in blood plasma by the
21.20.23-086-42349142-2020 modified Clauss method without
preliminary dilution of the plasma
under study on the line of
semi-automatic and automatic
coagulometers "Technology
24
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A set of reagents for the
determination of antithrombin for
the line  of coagulometers
"Technology Solution™
(TS-Antithrombin) on the TU
21.20.23-087-42349142-2020

A set of reagents for the
guantitative  determination  of
D-dimer in blood plasma for the
line of coagulometers "Technology
Solution" (TS-D-dimer) on the TU
21.20.23-088-42349142-2020

TS-D-dimer control
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RZN 2020/12270 of

November 14, 2020

RZN

of November

2020

2020/12571
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17,

Solution”. The medical device
"TS-Fibrinogen-calibrator" is
intended only for the set
"TS-Fibrinogen".

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-dimcr in
human blood plasma by the
immunoturbidimelric 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
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™

D-dimer in blood plasma for the

line of coagulometers
"Technology Solution"
(TS-D-dimer)" on the line of

coagulometers "Technology
Solution".
A set of calibration plasmas for the | RZN 2020/12354 of | The medical device
line of coagulometers "Technology | October 28, 2020 "TS-calibrator” is used to obtain
Solution" (TS-calibrator) on the calibration values and build

TU 21.20.23-090-42349142-2020

calibration curves for the study of
the hemostasis system on the line
of 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 control plasmas for the line
of coagulometers "Technology
Solution" (TS-control) according to
TU 21.20.23-091-42349142-2020

RZN 2020/12097 of
September 30, 2020

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
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A set of reagents for determining R2N 2020/13132 of

the activity of factor VIII for the
line of coagulometers "Technology
Solution™ (TS-Factor VTII)
according to TU
21.20.23-092-42349142-2020

A set of reagents for determining
the activity of factor 1X for the line
of coagulometers  "Technology
Solution" (TS-Factor IX) according
to TU
21.20.23-093-42349142-2020
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and pathological ranges according
to the following indicators:
-APTV/ACTV;

- 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;

- Willebrand factor antigen level
(VWF:AQ);

- the level of protein S (free)
antigen.
The medical device "TS-Factor
V lir 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
VIIL.

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

Il
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replacement therapy of patients
with hemophilia B with factor 1X
concentrates.

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

RZN 2021/13401 of
February 08 . 2021

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.

A set of reagents for the
determination of protein C for the
line of coagulometers "Technology
Solution" (TS-Protein C) according
o TU
21.20.23-096-42349142-2020

RZN 2021/13611 of
March 02 , 2021

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 in the
liver with the participation of
vitamin K. In its active form, it
destroys coagulation coagulation
factors Vllla and Va. Hereditary
protein C deficiency leads to
thrombosis and
thromboembolism. Newborns
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
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A set of reagents for determining
the
anticoagulants the line of
coagulometers "Technology
Solution™ (TS-Anti-Xa) on the TU
21.20.23-102-42349142-2021

for

A set of calibration plasmas for the

RZN 2021/15119 of

anti-Xa activity of direct August 18, 2021

RZN 2021/15136 of

line of coagulometers "Technology August 20, 2021

Solution™ (TS-Heparin calibrator)
on the TU
21.20.23-103-42349142-2021
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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
Die syndrome.

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)
(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
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coagulometers "Technology
Solution". The medical device
"TS-Heparin calibrator" is
intended only for the
"TS-Anti-Xa" kit.

A set of control plasmas for the line | RZN 2021/15104 of | The medical device

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

21.20.23-105-42349142-2021

August 16, 2021

"TS-Heparin-control” is intended
for in-laboratory quality control of

a medical device "A sct 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".

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

RZN 2021/15411 of
September 23, 2021

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".

A set of control plasmas for the line
of coagulometers "Technology
Solution" (TS- DOAC -control)
according to TU
21.20.23-106-42349142-2021

RZN 2021/15147 of
August 20, 2021

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 anticoagulants
for the line of coagulometers
"Technology Solution"
(TS-Anti-Xa)" when determining

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

30




Automatic coagulometer "Technology Solution 190". Manual

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™.

A set of reagents for the RZN 2021/15490 of The medical device
determination of the Willebrand October 04,2021 "TS-Willebrand Ag" is intended
factor antigen for the line of for the quantitative determination
automatic coagulometers of the Willebrand factor antigen
"Technology Solution" (VWWF:Ag) in  blood plasma.
(TS-Willebrand Ag) according to Willebrand factor (VWF) is a large
TU 21.20.23-107-42349142-2021 mullimeric glycoprotein  whose

main functions are participation in
platelet adhesion by binding it to
glycoprotein  Ib. as well as
protection of antihemophilic
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 inferiority of VWF
(Willebrand's disease. Willebrand
syndrome). In addition, it is
advisable to use this method to
monitor the effectiveness of the
irealinenl of this pathology with
Willebrand factor concentrates.

A set of reagents for quantitative = RZN  2022/16545 The medical device
determination of FM on of February 15, 2022 "TS-Fibrin-monomer” is intended
coagulometers "Technology for the quantitative determination
Solution" (TS-Fibrin-monomer) on of fibrin monomers (FM) in
the TU human blood plasma either in free
21.20.23-113-42349142-2021 form or as part of soluble

fibrin-monomer complexes

(RFMC) by immunoturbidimetry
on coagulometers "Technology
Solution”. The definition of FM is
important in various variants of
intravascular ~ blood clotting
(thrombosis of the main vessels,
PE, Die syndrome), including the

31
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A set of control plasmas for
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
guantitative 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
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use of anticoagulants.

The medical device
"TS-Fibrin-monomer control" is
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.
Die 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
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A set of control plasmas for
guantitative determination of PDF

on coagulometers "Technology
Solution" (TS- FDP control)
according to TU

21.20.23-116-42349142-2021

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 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.

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 (15 ml) - 500 pcs. in the
package.

Disposable cuvette  for
coagulometers "Technology

Solution 60", "Technology Solution
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"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 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 "Disposable

cuvette  for the line of
coagulometers "Technology
Solution™ is intended for placing
blood plasma samples and
reagents, mixing them and
examining blood plasma samples
using  coagulometric  analysis
methods on the line of
coagulometers "Technology

Solution™: "Technology Solution
4". "Technology Solution 60".
"Technology  Solution 190"
"Technology Solution 400".
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190", "Technology Solution 400":
K 5 (2 ml) - 400 pcs. in the

package.

"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
line of coagulometers
"Technology Solution”
("Technology  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 Solutions LLC through an
Official Notification, or on the official website www.labsolution.ru , www.na6-pewerue .RF.

1.8.PC configuration

Control takes place under the control of PC software The recommended PC configuration is as

follows:

Processor: 1.6 GHz or higher; Memory: 512 MB or higher; HDD: 160 GB or higher. Display
Resolution: 1366 * 768; OS: Microsoft Windows XP or higher. The presence of at least one serial
interface (used to connect the analyzer), one network interface (used to connect LIS / MIS) and two

USB interfaces.
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Chapter 2 Principle of Operation
2.1. Coagulation process

Mpo6a

doTopmnon

- Q hcToYHMK cBeTa

Figure 2-1. Scheme of the light Jiux 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. A photodiode receives a
diffused luminous /lnx at an angle of 90 ° and converts it into an electrical signal. After converting
the light /iux into a digital signal, the computer processes the data, draws a coagulation curve, and
determines the coagulation time using the percent end point method.

Scattering intensity

Figure 2-2. Endpoint percentage method.

Percentage is the clotting time.

At the moment when the reagent is added, and coagulation has not yet arrived, the level of
scattered light will be 0%, and when the coagulation reaction is completed, it will be 100%. Based
on the coagulation curve, the clotting time can be considered the time when an individual level
reaches a certain test percentage. In the figure, the coagulation point is set to 50% and the user can
adjust the percentage value of the coagulation point for each time, depending on the specific
situation. The smaller the value, the shorter the result time will be.

Tests that are based on this method: PT, APTT, FIB, TT, PCco, PSco coagulation factors (lI, V,

VI, VI, X, X, X1, X1, XI11), etc.

35
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2.2, Chromogenic method and immunoturbidimetry
4050 'o::-
smoi:.
ssmuo::-
00m 2

Light source
Filter

Figure 2-3. Light flow diagram for the chromogenic method and immunoturbidimetry.

The optical system of the chromogenic method and immunoturbidimetry uses the
multi-wavelength optical absorption method. The luminous flux uses the LED lamp + optical fiber
mode, applying at least four wavelengths of 405/575/660/800 nm. The light from the LED lamp
passes through the filter and passes through the optical fiber to the sample. A photodiode accepts
light absorption and converts it into an electrical signal. After the analog-digital conversion, the
computer processes the data, records the 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.

A chromogenic test is the use of 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 photo detector is converted
into an electrical signal that is proportional to the activity of the enzyme.

Tests that are based on this method: FXIII, AT3, Plg, PCch, Hep, a2 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 plasma incubation for
some time, a stabilizing reagent and an antigen-sensitive reagent are added. Then the reaction
mixture is placed in a measuring channel with a wavelength (575/660/800 nm, depending on the
parameters specified in the test protocol) and the change in light absorption caused by the
antigen-antibody reaction is photometrically recorded.

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

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 1
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Triglycerides

Triglycerides + hemoglobin
Triglycerides + hemoglobin + bilirubin

660 nm
800 nm
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 in a circle.
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Figure 2-4. Activating the HILL function
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Chapter 3 Installation
3.1. Unpacking the device
3.1.1. Stages unpacking

Unpack the instrument and remove material for transport. Save all packing and
transportation materials in the event of a possible shipment of the instrument.

1) The box with the device should stand straight, and the arrows should be pointing
up.

2) Using tools, open the side walls of the box, remove the accessories and check the
equipment according to the packing list. In the event of a shortage, immediately contact
the distributor or the representatives of the Laboratory Solutions Limited Liability
Company. Check the contents, which should correspond to the list specified in clause
1.1.2.

3) Remove the top cover. Take the device from the packaging material by using
special handles at the bottom of the device on both sides with at least 4 people.

Caution: Accessories must maich the packing list. If a component is missing, damaged,
or does not match the packing list, contact your distributor or representative.
Please store the packaging correctly for further packaging and shipping. The
ambient transport environment for the instrument: -20 ~ 55, relative humidity
up to 90%, barometric pressure 50 kPa ~ 106 kPa. During transport, pay
attention to the Top, Fragile, Protect from Rain and Moisture icons. The limit
of the layers on the package and transport the device in accordance with the
requirements..

3.1.2. Terms of transportation

¢ Before transporting the instrument, make sure that it is reset, the sampling needle
is in the raised position.

o Under normal conditions, trolleys and other vehicles can be used for short
distances.

¢ During the entire transportation of the instrument, pay special attention to the
safety of the front panel, the sampling probe and the connecting elements of the fluid
system on the rear panel.

* During transportation it is recommended to keep the device in an upright
position, do not tilt.

e Avoid vibrations if possible. Before the subsequent operation of the device, it is
recommended to check and calibrate.

Caution: Keep the packing box for long distance transport. The device should be
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installed on aflat working surface, without corners and irregularities.

3.2. Installation conditions and operation

The automatic coagulometer “Technology Solution 190” must be installed by
qualified personnel. When it is necessary to change the installation location of the device,
also contact qualified specialists.

It should be noted that if malfunctions have occurred, as a result of moving the
system carried out by the user, this leads to the loss of all warranty obligations, even if the
warranty period has not expired.

In order to ensure the correct operation of the device, it is necessary to place it on a
work surface that meets the following requirements:

» Away from direct sunlight;

* In a dust-free place;

» 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.

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

e 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 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 operates at an ambient temperature of 10 °C 30 ‘C and
humidity ~ 70%.

2) After installation, avoid moving the instrumentfrequently. Use a stable trolley
to move it. The angle ofinclination should not exceed 15 °.
3) Installation and relocation is carried out by qualified specialists.

3.3. Power requirements

1) a.c.100-240 V, 2) 50 Hz / 60 Hz, 3) 500 W
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Warning:

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, genty pull the plug, holding directly to the cord is
highly discouraged.,

5) Do not open the back cover, side covers and panels of the switched-on appliance.

___3.4. Installation

1) Space requirements: the distance between the right panel of the device and the
wall should be =2 100 cm, the distance between the rear panel of the device and the wall
should be = 100 cm. Ensure that there is enough space on the desktop and under the
table for deionized water tank and containers for waste liquid (also to provide repair and
maintenance).

2) Use the WLAN interface to connect the instrument to the PC and use the
electrical cable to connect the instrument to the network.

3) A container with deionized water and a container for waste liquid are connected
to the interfaces on the device in accordance with the marking on the rear panel.

3.5. Calibration

Calibration of the instrument should be carried out using quality control standards
and materials. The calibration test is not necessary to perform daily, but always at least
once for each series, in need of calibration. Calibration data will be used until new
calibration data is saved. However, due to the fact that external changes may affect the
results of the tests, daily calibration is recommended to obtain more accurate test results.
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Chapter 4 Launch

The list of medical devices and consumables required for use in conjunction
with the medical device "Automatic coagulometer "Technology Solution 190" 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 1.7 of this manual.

Reagent Kkits.

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 1.2.4 and 1.7 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 190" 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 1.2.4
of this manual).

Washing solution (see point 1.7 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 1.7 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;

- Disposable cuvette for coagulometers "Technology Solution 60",

41

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



Automatic coagulometer “Technology Solution 190", Manual

"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-taboratory quality control. The cuvettes
have different capacities: cuvette K3 - | 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.
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4.1. Pre>launch preparation

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

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 operating status of the device. You should pay attention to changes in the
indicators during startup and during operation of the device in order to know about the
operating status of the device:

 POWER: Green. When the main power switch is on, the POWER indicator lights
up, it means that the device is turned on normally; ifthe POWER indicator is blinking, this
indicates that the cooling of the reactants has not reached the desired value.

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

* WARNING: Red. When the main and secondary power switches are turned on. the
WARNING indicator is not lit. which means that the instrument is operating normally; If
the WARNING indicator is blinking, it means that a malfunction has occurred in the
operation of the device.

4.4. Login

After turning on the device and loading the system, a window will appear to enter the
system. See figure 4-1.
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Figure 4-1. Login window.

The user name is Admin, the password is 888888. After entering, you will be

successfully logged in.
45. Main menu

After successful login you will see the main menu window. See Figure 4-2
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Figure 4-2. Main menu.

The main menu is the main window for all users of the “Technology Solution 190”
device, in which users can click the icon to select a specific operation.
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4.6. Reference

Click the Help icon in the status bar to open the Help and Information window. See
Figure 4-3.

Figure 4-3. Help and information window.

Click the Help button or the FI shortcut key to view software help information.
Click the "About Program" button to open a dialog box with information about the
software. See Figure 4-4.

About Automated Coagulation m

S/N Software Name Software Ver.

1 Automated Coagulation Analyzer Soft... VI1.0e Betal

2 Middle Computer Ver. V0.0

3 Reagent Probe Board Ver. VO.0

4 Spl. Probe Board Ver V0.0

5 Auto. Cuvette Feed Board Ver. \Y/oXe)

6 AD Detector Board Ver. V0.0

7 Reagent Tray Board Ver. V0.0

Figure 4-4. Information about the device software.
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Chapter 5 Test Settings

Press the "Menu" button and then "System Setup”  "Tests" to enter the test setup
menu. See Figure 5-1.
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Figure 5-1. Test setup menu.

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

Test names are displayed in the list on the left. Information about the parameters
corresponding to the selected test is displayed on the right. Default test names are not
subject to change..

5.1. Test parameters

Name; The name of the test.

Full name: Full name of the test.

Range of reference values: reference range of measurement results.

Coagulation point (%): The end point in the coagulation process. The default value
is 50%.

Max. time: Maximum measurement lime.

Start time: the start time of the measurement for the chromogenic method and
immunoturbidimetry.

End time: end measurement time for the chromogenic method and
immunoturbidimetry.

Sample volume S1 (pL): sample intake volume S1
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Sample volume S2 (pL): the amount of sample diluted in step 2.

Pre-rinsing: additional rinsing cycle set before sampling. If set to 0, there will be no
flushing.

Post-flushing: an additional flushing cycle, established after sampling. If set to O,
there will be no flushing.

The incubation time of reagent 1. Select the interval with a minimum value of 20
seconds between the time when the sample starts to warm up and the time it takes to add
reagent 1, which can be changed by an increase of 20 seconds. However, if the flush
mode is selected immediately after sampling, each flush cycle will be increased by 20
seconds. In addition, if the flush mode is selected before adding reagent 1, each flush
cycle will be increased by another 20 seconds.

Pre-rinsing (R1): additional rinsing cycle installed before collecting reagent 1 If set
to 0. no rinsing will be performed.

Post-flushing (RI): additional flushing cycle, installed after collecting reagent 1. If
set to 0, no flushing.

The incubation time of reagent 2: The minimum interval between the addition of
reagent 1 and the addition of reagent2 is 20 seconds. The interval can be extended in
increments of 20 seconds. However, if flushing is set immediately after the sample is
taken, for each flush cycle, the time must be increased by 20 seconds. Similarly, if the
rinsing is set before adding reagent 1, each washing cycle must be increased by 20
seconds.

Pre-rinsing (R2): additional rinsing cycle, installed before collecting reagent 2. Up
to 9 cycles can be set. If set to 0. there will be no flushing.

Post-flushing (R2): additional flushing cycle, installed after collecting reagent 2.
You can set up to 9 cycles. If set to 0, there will be no flushing.

The incubation lime of reagent 3: The minimum interval between the addition of
reagent 2 and the addition of reagent3is 20 seconds. The interval can be extended in
increments of 20 seconds. However, if flushing is set immediately after the sample is
taken, for each flush cycle, the time must be increased by 20 seconds. Similarly, if the
rinsing is set before adding reagent I, each washing cycle must be increased by 20
seconds.

Pre-rinse (R3): additional rinse cycle, installed before collecting reagent 3. Up to 9
cycles can be set. If set to 0, there will be no flushing.

Post-flushing (R3): additional flushing cycle, installed after collecting reagent 3.
You can set up to 9 cycles. If set to O, there will be no flushing.

Setup analysis with re-dilution: the sample is re-tested after a given multiple
dilution. Select the upper and lower limits of the result and the dilution factor. If the test
results go beyond these values, the sample should be tested again after the specified
multiple dilution. After selection, the system automatically starts this function.

For coagulation techniques: when the concentration is high, take a measurement
after 2-fold dilution, and then multiply the result by 2; when the concentration is low,
measure after a single dilution, and then multiply the result by 1/2.

For chromogenic methods and immunoturbidimetry: when the concentration is high,
perform the test after 8-fold dilution, and then multiply the result by 8; when the
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concentration is low, measure after 1/8 dilution, and then multiply the result by 1/8.

Determination of high / low concentration: concentration exceeding the established
range is high; concentration below the set range is low.

Setting re-analysis: If you need to re-test the sample, select the upper and lower
limits of the result. If the test value is outside these limits, the sample will be re-tested.
After selection, the system automatically starts this function.

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

5.2. Saving settings and test parameters

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

5.2.1. Calculation of parameters

Click the Calculate Parameters button to open the Calculate Parameters dialog box.
See Figure 5-2.
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Figure 5-2. Parameter calculation window.

You can select 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 MICH value.
Next, click "OK.." If the parameters are set correctly, the system will save the settings,
close the "Calculate Parameters" dialog box and return to the current main menu. If the
parameters are not set correctly, a window will appear in which the error will be indicated.
Click the "OK" button, then the error window will be closed, and the settings will not be
saved; Click the Cancel button, the system will close the Calculate Parameters dialog box
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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:

-9/1 (9/1),
- 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).and return to the current main menu.

5.2.2. Add test

Click the Add button to open the Add dialog box. See 14gure 5-3.

r M
Add
Param.’s Abbr.
o Coagulation Chromogenic/Immunologic
OK Cancel

Figure 5-3. Dialog add test.
You can enter a test name and select a test method. Click OK. If the parameters are

set correctly, the system will save the settings, close the "Add" dialog box, return to the
current main menu and update the list of tests. If any parameter is set incorrectly, a
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window will appear with a hint, and an error will be highlighted. Click OK, and the
prompt window will close. Click the Cancel button, the system will close the Add dialog
box and return to the current main menu.

5.2.3. Remove test

Click the Delete button to open the Delete dialog box. See Figure 5-4.

Select the test you want to remove. Press the “OK” button, the system will delete
the selected test, close the “Delete” window, return to the current main menu and update
the list of tests. Press the “Cancel” button, the system will close the “Delete” window
without deleting the selected test, and return to the current main menu.

5.2.4. Print
Click the "Print" button to print information about the parameters of the selected

test.

5.2.5. Restore Defaults

Click the Restore Defaults button to open the Restore Defaults dialog box. See
Figure 5-5.

Prompt

This operation will restore the default item settings and delete the user
defined item. Continue?

Yes No

Figure 5-5. Restore default settings window.

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.

5.2.6. Test Display List

Click the Display Test List button to open the Display Test List dialog box. See pic.
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Figure 5-6. Menu display list of tests.

Test names are displayed on the left (in the same sequence as in the test menu).
Action options are displayed on the right, up, previous, next and down. Select a test and
click the action button on the right. When the first item is selected, only “NexL and
“Down” actions can be performed: when the last item is selected, only the “Previous” and
“Up” actions can be performed.

(1) OK

Press the “OK” button, the system will change the test sequence, close the “lesi
Display List” dialog box, return to the current main menu and update the test list.

(2) Cancel

Click the Cancel button, the system will not change the test sequence, close the Test
Display List dialog box and return to the current main menu.
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Chapter 6 Reagent Settings

To carry out testing using the medical device "Automatic Coagulometer
"Technology Solution 190" for its intended purpose, it is necessary to use the medical
devices specified in paragraph 1.7 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 ofthe location of reagents on the disk. Both reagents and the washing
solution are placed in the reagent disk (paragraph 1.7 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, a color indication of the external contour of the
position is provided: blue color - normal level, purple color - low level, red color -
absence of reagent.

The procedure for identifying the reagent on board the analyzer is performed in two
ways: manually and automatically (clause 6.4 of this manual).

Click the *Reagent” button on the toolbar or the “Menu” button, and then “System
Setup”  “Reagent” to enter the reagent setup menu. See Figure 6-1.
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Figure 6-1. Reagent settings menu.

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.
You can enter information about reagents, including reagent rack, reagent position,
reagent name, vial type, batch number, expiration date, and reagent bar code. Reagent
barcode can be entered manually or scanned. The positions of reagents on the reagent
tank and sample tank are shown on the left. There are 4 reagent racks in the reagent tank,
and each reagent rack includes 6 reagent positions, a total of 24 reagent positions. When
the position of reagent 5 is selected, the name of the reagent can only be CLEAN 1lor
CLEAN 1. and the type of vial cannot be edited. In the sample container there are 5

52

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



Automatic coagulometer "Technology Solution 190". Manual

reagent positions, in which 1 position is for cleaning solution, you can put the reagents in
other positions.

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 at which the reagent will be installed.
Reagent name: reagent name.

Vial Type: Vial Type.

Series: reagent batch number.

Expiration date: Expiration date of the reagent.

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

6.2. Reagent Information

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

6.3. Preservation

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

with a hint.

6.4. Barcode Scanning (Optional)

To identify and safely combine medical devices (reagents), it is required to scan the
barcode applied to each reagent vial.Click the "Barcode Scanning" button, the "Barcode
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Scanning" dialog box corresponding to the selected reagent opens. See Figure 6-2.

Barcode Scan - Reagent Tray

9 Scan ail reagent pos.

Scan specified
reagent pos. range

Start Pos. 1
End Pos. 6
Start Cancel

Figure 6-2. Barcode scanning window.

You can choose the barcode scanning range: all reagent positions or preset positions.
Click the Start button and the system will load the barcode to the specified reagent, close
the Barcode Scanning dialog box and return to the current main menu. Click the Cancel
button, the system will not scan the barcode, close the Scan dialog box and return to the
current main menu.

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.

The barcode system of the device is compatible only with the line of kits and
reagents "Technology Solution".

6.5. Deletion

Click the Delete button to open the Delete dialog box. See Figure 6-3.
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Figure 6-3. Delete dialog box.

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 menu. Click the Cancel button, the system will not delete the selected
entry, close the Delete dialog box and return to the current main menu.

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



Automatic coagulometer "Technology Solution 190". Manual

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 Figure 7-1.
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Figure 7-1. Testing menu.

The main features provided in this menu include sample selection, counting,
printing, transfer, bar code scanning (optional), retest, response curve, etc. The functions
provided in this menu vary depending on the level of user access.

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 disk.

3. In the software interface, specify the necessary testing methods for each sample.
If the analyzer is connected to the LIS. then it is necessary to scan barcodes. After
successful barcode scanning, the analyzer will receive the corresponding task from the
LIS database.

4. After all samples have been installed and methods have been obtained or set for
them, click the "Start test” button located in the upper right corner of the tab.

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 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
1.7 of this manual).
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For the rules for performing repeated measurements, see paragraph 7.5.9 of this
manual.

7.1. Sample container

Here the sample number is displayed with different colors indicating different
sample types. The color of the sample indicates its test state. The selected sample position
in the sample container, the sample position in the sample list will be selected accordingly,
and information on the corresponding test will be displayed in the list of details.

7.2. STAT-test

A solid color indicates whether there is a sample or not. When the sample position
in the tank 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 details.

7.3. Sample list

Here you can enter information for a sample or QC (quality control), information on
test results and QC measurements.

7.4. Test Information

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

7.5. Sample input

Click the Sample Input button to open the Sample Input dialog box. See pic. 7-2.
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Figure 7-2. Sample entry menu.

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

Sample Position: The position corresponding to the sample in the sample container,
positions 1-55.

Sample Number: Used to identify the sample.

Sample type: sample type.

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

Name: the name of the patient.

Case Number: The patient's case number.

Gender: Gender of the patient.

Date of birth: date of birth of the patient.

Age: age of the patient.

Patient type: patient type, System settings -> Data dictionary -> Patient type setup.

Section: System settings -> Data dictionary -> Section settings.

Hospital name: System settings -> Data dictionary -> Hospital settings.

Bed number: The bed number can only be set up if the patient type is
“hospitalized".

Time of submission: the time when the sample is sent to the study.

Testing time: sample testing time.

Customer: the operator who provides the sample for testing.

Acrtist: An operator who is testing a sample.

Verifier: the operator that checks the 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. The test
is displayed as a button. Tests that are ready to run are highlighted; tests that are not ready
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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
automatically selected; pressing it again will cancel. If the tests contained in the test
profile cannot be executed, the tests will not be selected..

7.5.1 Preservation

Click the Save button. If the sample data is set correctly, the settings will be saved.
The number of default analyzes is one. If any sample information is incorrectly installed,
a window will appear with a hint, 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 Figure 7-3.

Batch Input

Start Spl. Pos. SpL Pos.|

End Spl. Pos. [Spl. Pos.50

OK Cancel

Figure 7-3. Batch input menu.

Select the start and end position of the samples, click "OK". If the starting position
of the sample is greater than the ending position, a pop-up message will appear: If no test
sample is selected, a pop-up message will appear. When all settings are correct, enter
sample information between the initial position of the sample and the final position..

7.5.3. The number of analyzes

Click the "Number of analyzes™button to open the dialog box. See Figure 7-4.
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Na of Analyses

Hem No. ofAn”yses
D-Dimer 1
D-Oimer 1

AT3 1

FDP 1

AN 1

Cancel

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

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

Press the “OK?” button, 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 "Cancel”, the system will close the "Number of
analyzes" dialog box, without changing the number of test analyzes.

7.5.4. Report

To check the sample that passed the measurement you need to click the "Report"
button. A successfully measured sample will be marked witha “ V" sign and there will
be no possibility of changing it and re-analyzing it.

7.5.5. Print

Click the Print button to open the Print dialog. See Figure 7-5.
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Figure 7-5. Menu print measurement results.
After setting the print range and format, click OK. If the print settings are correct,
the system will close the “Print” dialog box. print the record and return to the current

main menu. If you click Cancel, the system closes the Print dialog box and does not print
the entry, returning to the current main menu.

7.5.6. Data transfer to LIS

If the system is not connected to the LIS server, then when you click the Transfer
button, a dialog box will appear asking you. See Figure 7-6.

Prompt

O LISdisconnected. Do you want to connect it?

Yes No

Figure 7-6. Connection to the LIS server.

After successfully connecting to LIS, the 'Transfer™ dialog will appear. See pic.
7-7.
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This window sets the range of records to be transferred. If the connection is
established, click the Start button. If you selected a record in which there is no
measurement data for this sample, a dialog box appears with the message “There is no
data record in the selected range!”. After clicking the “OK” button, the dialog box will be
closed and the “Transfer” window will open. If the selection and input is correct, the
system will begin to transfer the selected entries, close the Transfer dialog box and return
to the current main menu. Pressing the "Cancel™ button, the system will not perform data
exchange, close the "Transfer" dialog box and return to the current main menu.

7.5.7. Barcode scanning (optional)

Click the "Barcode Scanning” button to open the "Barcode Scanning” dialog box.
See pic. 7-8.
Satan

e ScanAll Pos.

Scan Specified Pos.

Start Pos.

End Pos. 50

Start Cancel

Figure 7-8. Barcode scanning window samples.
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This window sets the range of bar codes to be scanned. After selecting a range, click
the Start button. If all settings are correct, barcode scanning will begin. During the scan,
the status bar displays “Scan Barcode After the scan is complete, the message will not
appear in the status area. After scanning the bar codes, the scanned information will be
entered into the appropriate edit field and automatically saved. For a sample that does not
have a barcode, a default value will be displayed in the edit box. Clicking Cancel will
close the Barcode Scan dialog box.

7.5.8. Skip positions

Click the *“Skip Position” button to open the “Skip Positions” dialog box. See
Figure 7-9.

In this window you can select “Skip the selected sample position” or “Skip all
positions”. If you selected “Skip the selected sample position”, the sample in the selected
position will be skipped (its status will be: not tested or not completed): If you selected
“Skip all positions”, the system will skip samples in all positions (sample status will be:
not tested or not completed), close the Skip Positions dialog box and return to the main
menu. When you click Cancel, the system will close the “Skip Positions” dialog box and
return to the main menu.

7.5.9. Retest

Samples that are not fully tested cannot be retested. When the device is in pause

mode, the repeated test is not allowed.
Click the "Repeat Test" button to open the "Repeat Test" dialog box. See Figure

7-10.
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Retest
Spl. Pos. Spl. Pos.1
SelectAll
Retest Item
PT APTT T FIB
m |/ CFDP 1 |ax' o LA2

\Y va 1/\1)’IJ.I

Treatment of retest results

« Directly overwrite results of previous spi.

D-Otmer

1 s

Take average of two results as result of spl.

Display results of two spl.

Do rnol prompt me next time

OK Cancel

Figure 7-10 Retesting window.

7.5.10. Reaction curve
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In this window, you can select items for retesting, as well as ways to process the
results of retesting. In case of obtaining a result that raises doubts about the correctness,
including if the influence of interferents is suspected, a confirmation test should be
performed. To do this, you need to activate the HILL function when performing a
repeated measurement. To perform repeated testing, click OK. When you click on the
"Cancel" button, the system will close the "Repeat" dialog box and return to the main

Click the Reaction Curve button to view a graph of the
corresponding to the selected test.

reaction curve
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Chapter 8 Quality Control

8.1. Quality Control Settings

The automatic coagulometer "Technology Solution 190" can display 365 quality
control points. With the possibility of simultaneous storage of 24 types of control
materials.

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

OCtEM» »

fgmam c ol
% on el
6

An
@ 5

V&M
No Ul>SN* 2ANUM
OClaMm LpM S0
&\‘;Ial'l rAS$T <\ikdv
[\ %\ Bva
spi iw MMt [kt

rri®rr uMii iii
Figure 8-1. Quality control setup menu.

The names of the tests are displayed on the left. Information about Quality Control
and information about 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 the parameters are not set, the default values are displayed. The entire list
consists of 24 variants of Quality Control materials.

The evaluation of the control results is carried out using the Westgard control rules.
For this purpose, one measurement is carried out daily for each ot the 2 control materials
(with normal and pathological content of indicators) or two measurements in the same
control material. In the process of evaluating the results. Levy-Jennings graphs are used
for each of the control materials.

8.2. Quality control materials

Click the Quality Control Materials button to open the Quality Control Materials
dialog box. See Figure 8-2.
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QC Substance

QC File QC4
QC Substance I
Name

Batch No

Level M -

Validity Period 6/17/2015 S¥*

OK Cancel

Figure 8-2. The window of quality control materials.

QC is the selected file from the quality control list. You can set the QC name of the
control material, the series, the level and shelf life. Click OK. Ifall the settings are correct,
the system will close the QC dialog box, save the settings of the QC parameters and
return to the main menu. If any parameter is incorrect, a window will appear with a hint,
and the first error will be highlighted. Press the “Cancel” button, the system will close the
quality control dialog box and return to the main menu.

8.3. Preservation

When all the parameters and information are set correctly, click "OK". Ifall 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.

8.4. 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.

8.5. Quality Control Charts (Levi Jennings Charts)
Click the "Graph. KK" on the toolbar or the "Menu" button -> KK -> KK Chart to
enter the menu of quality control charts. See Figure 8-3.
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Figure 8-3. Quality control chart menu

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-Jennings 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.

8.6. Westgard Rules

HacTpoiiku KOHTpONs KavecTBa NO3BONAOT 3afaBaTb npasuna BecTrapga Ans

OTC/IeXMBAHWUSA CTaTUCTUYECKUX NapamMeTpoB MOJyYaeMbIX Pe3y/bTaToB, a Takxke
BbISIBIEHWS CNYYalHbIX WM CUCTEMATUYECKUX OLIMOOK. HacTpoiKmu npeacTaBfieHbl
creayroLmMmn npasuiamu:

e R/4s OTKNOHAOTCA, Korga 1 KOHTPONbHOE M3MEPEHWe B rpynne fnpeBbillaeT
cpefHee +2s, a Apyroe npesbILWaeT cpesHee -2s;

* 4/1S OTK/NIOHAKTCA, KOrga 4 nocrefoBaTte/lbHbIX KOHTPOJIbHBIX W3MepeHus
NpeBbILAOT OAHO M TO Xe cpefHee +Is WaM 0gHO U TO Xe cpefHee 3HadeHue -Is

KOHTPO/ILHOTO Npefena;
10X oTKnoHstoTCs, Korga 10 nocnefoBaTeNbHbIX KOHTPOMbHbIX W3MEpPEHNiA
NagaroT C OHON CTOPOHbI OT CPeHEro
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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-
n
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Figure 9-1. Report menu.

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

10.1 Calibration curve

Press the “Menu” “Calibration” “Calibration Curve” button to enter the
"Calibration Curve” menu. See Figure 10-1.

civiia ciicme |

M T Qcat malVbteji  enr v aomcns
i OMF* o Mm M ec\id  HILI
At_P DmUN cwrw»Cww
rol NxAYTy
9 v%
t *ko» 11»
n X»l
% +1 111
Uet Imm AtXMM
NHIK»MT.B rA"
NKN<HNK»'1>
tntrm » t»nmae T»

Figure 10-1. Menu calibration curve.
You can view calibration information that matches the selected test, including some
calibration settings, calibration data, and a calibration curve. Click the "Print" button to

print the calibration data and the calibration curve of the parameter displayed on the
current interface..

10.2 Automatic calibration

Press the “Menu” “Calibration*”  “Automatic Calibration” button to enter the
automatic calibration menu. See Figure 10-2.
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Figure 10-2. Auto Calibration Menu.

10.3 Settings

Click the Setup button to enter the dilution factor and default value. See Figure

10-3.
Setup-D-Dimer
Calibrater | Dimer Batch No. 234234 Validity 7/31/2015 -
Dilution Mode [Xuto Dilution Group 11/1. 1/2. 1/4. 1/8. 1/16
Std. Substance | 100.0 Reagertf WS WS 1 Diluents IBS
Value
S/N Dilution Coefficient Std. Sub_stance Value No. of Times
pan - r iool B T~ !
2 172 SO0 1
3 1/4 25.0 1
4 1/8 12.5 1
5 1/16 6.3 1
6 1
oK Cancel

Figure 10-3. Menu for setting the automatic calibration mode.
You can select the dilution mode and the group of dilution factors, enter the value of
the standard of the substance. When the dilution mode is set to “Manual”, the second field

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

Click OK. 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 not valid, a
prompt will appear.

When the calibration setting is complete, click the “Start Test” button, enter the
sample location information in the calibration standard in the “Start” dialog box and start
the calibration. The 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
the 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 view as confirmed.

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

10.4 Manual calibration

Press the “Menu” “Calibration” “Manual Calibration” button to enter the
manual calibration settings menu. See Figure 10-4.

CMAMGIY*
tH

Figure 10-4. Manual calibration menu

After selecting an item, you can select parameters, enter calibration data, and select
calculation methods. Click the Curve button. If the calibration data entry is valid, the
calibration curve will be displayed; otherwise, a pop-up message will appear. Click the
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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 curve.

10.5 Calibration history

Press the Menu button”Calibration ->Calibration History to enter the Calibration
History menu. See Figure 10-5.
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Figure 10-5. Menu history calibration.

Different calibration histories can be viewed depending on user privileges. The
administrator can view all calibration histories performed by the administrator after the
instrument leaves the factory; A user service engineer and above can view all calibration

histories.

Click the “Print” button to print all the 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.

115 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 Awvailable 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 Settings

12.1 Additional features

Press the button "Menu" -A"'System Setup”  "Additional Functions" to enter the
configuration menu of additional functions. See pic. 11-1.
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Figure 12-1. Setup menu for additional functions.

You can set the sample number input mode (including manual input and automatic
increase in quantity). For auto zoom 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-check; Alert; Sample / Patient Information; time before hibernation; does

the halogen lamp turn off during sleep mode, etc.
Click "Save", and the system will determine the correctness of the 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 error noted.

12.2 Print

Press the “Menu” -> “System Setup” -> “Print” button to enter the print settings
menu. See Figure 11-2.
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Figure 12-2. Print setup menu.

You can choose the default printer, report title, report format, reports, and automatic
printing (automatic on / off/ printing after auditing), etc.

Click the Save button. If all settings are correct, print settings will be saved: if any
parameter is incorrect, a pop-up message appears with the first error noted, and the print

settings will not be saved.

Click the "User Defined" button to open the custom print content setting window.

See Figure 11-3.
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Figure 12-3. User-defined interface for printing content.

You can set the print content, which fields will be printed in the header and which
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will be printed on the footer, and also adjust the printing order.

12.3 User Defined Parameters

Click “Menu” -> “System Setup”  “User-Defined Parameters” to open the settings
window for entering user parameters. See Figure 12-4.

Figure 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 highlighted in gray.
Click the Add button to open the Add dialog box. See Figure 12-5.

Param.’s Firi' Name
Param.s"b r

Options of Result
(If there is more than one option, separate
with

Unit

Data Fom»t

Ref. Value

Ref. Range

Canc«t

Figure 12-5. Menu to add custom settings.
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You can set the full parameter name, abbreviated parameter name, result variants,
units, data format, reference value, and range of reference values.

Click OK. If all settings are correct, the system will close the Add dialog box, save
the user-defined parameter values, return to the current main interface, and update the list
of user-defined parameters. If any parameter is incorrect, a window will appear with the
request, and the first error will be highlighted. Click Cancel, and the system closes the
Add dialog box, does not add a custom parameter, and returns to the current main
interface.

Click the Edit button to open the Edit dialog. See Figure 12-6.

Edit
Param.'s Full Name ALB
Param.’s Abbr. [a1b123 A “
Options of Result 11.2.3.4547.8
(If there is more than one option, separate
with "
Unit Img/di
Data Format L A
Ref. Value 11.231
Ref. Range 1000 - 16 000
Cancel

Figure 12-6. Editing user interface settings.

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

Click OK. If the settings for 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 prompt window will appear with the first error noted.

Click Cancel, and the system closes the Edit dialog box, does not change the
settings, and returns to the current main interface.

Click the Delete button, and the corresponding dialog box will appear. Click the
“OK” button, and the system deletes the parameter selected by the user, closes the prompt
window, returns to the current main interface, and updates the list of user-defined
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parameters. Click the Cancel button and the system will not delete and close the invitation
window and return to the current main interface..

12.4 Profile installation

Click “Menu” -> “System Settings”  “Profile Settings” to enter the profile settings
interface. See Figure 12-7.

(e

mvf I\W fMiM

W4 pe jm™ LI

Figure 12-7. Interface installation profile.

You can add, edit and delete profiles.
When there is no profile in the list, the “Add” button is highlighted, and the
“Change” and “Delete” buttons are not available.

12.4.1 To add

Click the Add button to open the Add dialog box. See pic. 12-8.
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Figure 12-8. Menu add profile.

You can set the name of the profile and select the elements that should be contained
in the profile. Click OK. If all 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 window will appear with the request, and the first

error will be highlighted. Click Cancel, and the system closes the Add dialog box, does
not add a profile, and returns to the current main interface..

12.4.2 Editing

Click the Edit button to open the Edit dialog. See Figure 12-9.
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Figure 12-9. Profile editing menu.

The information displayed in the Edit dialog box is the parameters set for the
selected profile. You can change the profile name and the elements contained in the
profile. Click OK. If all settings are correct, the system will close the “Edif* dialog box,
change the selected profile, return to the current main interface and update the list of
profiles. Ifany parameter is incorrect, a window will appear with the request, 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 Deletion

Click the Delete button to open the Delete Profile dialog box. See Figure
12- 10.

Figure 12-10. Profile removal interface.
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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.

12.5 Data Dictionary

Press the "Menu" button -> "Settings" "Data Dictionary" to enter the data
dictionary interface. See Figure 12-11.

QMDINIA *

iivaniv

Figure 12-11. Data dictionary menu.
12.5.1 Adding data to the dictionary

Select the appropriate data dictionary and click the Add button to open the Add
dialog box. See Figure 12-12.

Section

Shortcut Code

lhis will be set as detauM «men
spi (s input

OK Canc«l

Figure 12-12. Interface for adding a data dictionary.
Enter a name, a shortcut code and notes and check the box "When entering a sample,
this element will be set by default”. Click OK. If all the settings are correct, the
system will perform the addition, close the Add dialog box, return to the current
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main interface and update the list. If any parameter is incorrect, a window with a
request will appear, and the first error will be highlighted. Click the Cancel button,
and the system will close the Add dialog box, will not perform the addition, and will
return to the current main interface.

12.5.2 Deleting data from the dictionary
The default value cannot be deleted, and only the added content can be deleted.
Click the "Delete" button to open the "Hint" window. See Figure 11-14.

Figure 12-14. The menu for deleting an entry in the data dictionary.

Click the "Yes" button 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 and will close the "Request" dialog box and
return to the current main interface.

12.6 Connection

Press the “Menu” -> “System Setup’ “Communication” button to enter the
communication menu. See Figure 12-15.

Mitikysav
mwm 3 e
mu
M-
W <dm\MI ContacVNi
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Figure 12-15. Communication menu.
Configuring the interface includes configuring the IP address and setting the port.
The parameters in the communication mode include "Communication method". "Send test

results in real time", "Wait for the response to the communication”, "Communication
timeout" and "Connect a workstation at startup".

12.6.1 Saving communication settings

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

12.6.2 Connection

Click the "Connect" 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 instrument / status
test area.

12.6.3 Disconnection

Click the "Disconnect™ button to automatically disconnect the connection to the LIS
server. When the disconnect 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 test area.

12.7 Barcode Information

Press the Menu button ~System Setup  Barcode Information to enter the barcode
information interface. See pic. 12-16.
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Figure 12-16. Barcode information interface.

You can set the sample barcode and reagent barcode. Barcode types are displayed
on the left (sample barcode and reagent barcode). The right side shows the parameter
settings corresponding to the barcode. After setting the parameters, press the “Save”
button. If all settings are correct, the settings will be saved. If any parameter is incorrect, a
window will appear with a hint, the first error will be highlighted and the settings will not
be saved.

12.8 User management

Click "Menu"  "System Setup™ -*"'User Management" to enter the user
management interface. See Figure 12-17.
Uvpe
bt
o* avm/IM!

Figure 12-17. Manage users menu.
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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 has registered in the system has the “Change Password” function. Administrator
and above have the functions of adding, editing, deleting and changing the password.

12.8.1 Add user

Click the Add button to open the Add dialog box. See Figure 12-18.

Add

Name
Pwd. 1
Confinn Bd

- ) Open audit
Privilege Normal User authority
Remarks

OK Cancel

Figure 12-18. Interface add user.

You can set the username, name, password, rights, whether to open the rights of
verification, comments, etc. After installation, click "OK". If all settings are correct, the
system closes the Add dialog box, adds the user, returns to the current main interface, and
updates the list. If any parameter is incorrect, a dialog box will appear asking you, the

first error will be highlighted and the user will not be added. Click Cancel, and the system
closes the Add dialog box, does not add a user, and returns to the current main interface.

12.8.2 Editing user

Click the Edit button to open the Edit dialog. See Figure 12-19.
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Figure 12-19. User editing interface.

You can change the username, name, rights and notes. After making changes, click
OK. If all settings are correct, the system closes the Edit dialog box, saves the edited
information, returns to the current main interface, and updates the list. I1f any parameter is
incorrect, a dialog box will be displayed with a hint, 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 interface.

12.8.3 Deleting user

Click the Delete button to open the Request to Delete User dialog box. See pic.
12.20.

Figure 12-20. The delete request window.
Click "Yes", and the system will delete the user, close the "Query" dialog box,
return to the current main interface and update the list of users. Click "No", and the

system will not delete the user and close the "Query" dialog box and return to the
current main interface.
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12.8.4 Change Password

Click the Change Password button to open the Change Password dialog box. See
Figure 12-21.

Change Pwd.

Old Pwd.
New Pwd.

Conlirm New
Pwd.

OK Cancel

Figure 12-21. Interface windows change password.

Enter the parameters and click OK. if all settings are correct, the system will close
the password change dialog box, change the password, return to the current main interface
and update the list of users. If any parameter is incorrect, a dialog box will appear asking
you, the first error will be highlighted and the password will not be changed. Click Cancel,
and the system closes the Change Password dialog box, does not change the password,
and returns to the current main interface.

12.9 Lab Information

Click “"Menu” -> “System Setup” -> “Laboratory Information” to enter the
laboratory information settings interface. See Figure 12-22.
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Figure 12-22. Laboratory Information Interface.

You can set the name of the hospital, laboratory name, person in charge, contacts,
postal code, service contact person, customer service contacts, notes, device model,
instrument 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 window will appear

asking you, the first error will be highlighted..

12.10 Testing method

Only a customer support engineer and above has the Test Method feature. Press

"Menu" ->System Setup  Test Met. to enter the test method interface. See pic. 12-23.
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Figure 12-23. Test method interface
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The main functions provided on the interface include "Add", "Delete” and "Change":
the main parameters of the test methods.

12.10.1 Saving test method settings

Select a test method. If parameters were specified for the test method, the parameter
set will be displayed on the right, otherwise the default value will be displayed. You can
change the parameters. After setting the parameters, press the “Save" button. It all

parameters are set correctly, the settings will be saved; otherwise the prompt window will
appear with the first error highlighted, and the settings will not be saved.

12.10.2 Adding a test method

Click the Add button to open the Add Test Method dialog box. See Figure 12-24.

Add

Test Melh.

Classify Coagulation

Figure 12-24. Interface add test method.
Enter the test method. Select a classification (coagulation, chromogenic or
immunological methods) and click OK. The system adds the test method, closes the Add

dialog box. returns to the current main interface, and updates the interface. Click Cancel,
and the verification method will not be added, and the Add dialog will close.

12.10.3 Delete Test Method

Select the verification method on the left and click the “Delete” button to open the
“Reguest to delete a method” window. See Figure 12-25.
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Figure 12-25. Request window to delete test method.

Click the “OK” button and the system will rerhove the test method, close the query
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 clbse the invitation window and
return to the current main interface.
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Chapter 13 Service

13.1 Maintenance

Click the *Maintenance” button on the toolbar or the “Menu” -> Tools
Maintenance button to enter the system maintenance interface. See Figure 13-1.

mnm > 45 k41 anim

AviHSB

1M1

Figure 13-1. System maintenance interface

You can perform the following operations (by clicking the appropriate button):

Sleep mode, wake up from sleep mode, flush sample probe, flush reagent probe,
pump fluid system, flush fluid system, reload sample probe, reagent probe reboot, reboot
capture unit, reagent tank reload, reload sample tank, reload STAT tank, reload

mechanical parts of the device and reboot the entire analyzer.

13.1.1 Sleeping mode
Click the Sleep button to perform the Sleep operation.

13.1.2 Exit Sleep Mode
Click the Exit Sleep button to complete the wake-up sleep operation.

13.1.3 Washing the sample probe
Click the “Flush sample probe” button to perform a flush operation on the sample

probe.

13.1.4 Washing the reagent probe
Click the “Flush Reagent Probe” button to perform the flush operation of the

reagent probe.
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13.1.5 Filling the liquid system

Press the "Long flush" button. Check if there is enough water in the distilled water
tank. If there is not enough, the system will suggest "Adding a sufficient amount of
distilled water to the container before performing a long rinse." If there is enough water in
the tank, a long-term flushing will be performed.

13.1.6 Emptying the liquid system
This feature is only available to users with administrator access level and higher.
Click on the "Emptying the liquid system™ button to clean the liquid system.

13.1.7 Reloading the sample probe

Click the “Restart sample probe” button to restart the sample probe, a progress bar
appears. When the reboot is complete, the progress bar will automatically close.

13.1.8 Reloading the reagent probe
Click the reboot probe reboot button to reboot the reagent probe, a progress

indicator window will appear. When the reboot is complete, the progress bar will
automatically close.

13.1.9 Reload Capture Block

Click the Reboot Capture Block button to reload the capture block, and a progress
bar will appear. When the sequence is completed, the progress bar will automatically
close.

13.1.10 Reload reagent tray

Click the Reboot Tray Reset button to reboot the reagent tray, and a progress bar
appears. When the sequence is completed, the progress bar will automatically close.

13.1.11 Sample Capacity Reload

Click the *“Reboot Sample Capacity” button to reload the sample capacity, and a
progress bar will appear. When the sequence is completed, the progress bar will
automatically close.

13.1.12 Reloading STAT Capacity

Click the “Reboot STAT Capacity” button to reset the STAT Capacity, and a
progress bar will appear. When the sequence is completed, the progress bar will
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automatically close.

13.1.13 Reloading the mechanical part of the device

Click the “Restart Mechanical Part of the Instrument” button to reset the mechanical
part of the instrument, and the progress bar appears. When the sequence is completed, the
progress bar will automatically close.

13.1.14 Reboot the device

Click the "Restart the entire analyzer" button to restart the entire analyzer, and the
progress bar will appear. When the sequence is completed, the progress bar will
automatically close.

13.2 Data Maintenance

Press the Menu button  Tools  Data Maintenance, to enter the data maintenance
interface. See Figure 13-2.
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Figure 13-2. Data service interface

The functions provided on the interface include: backup and archive of standard
samples, backup and restore of the database, backup and restore of configuration
parameters, cleanup of the archive of data, QC data, log and all data, export of standard
reference data, sample data QC, log, calibration information, status information and
commissioning information.
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13.3 Software update

The automatic coagulometer "Technology Solution 190" uses software version
VI.Or. If a new version of the software is released, the update is carried out by qualified
specialists of the authorized representative in the Russian Federation of Laboratory
Solutions LLC.

13.4 Journal

Click "Menu"  Tools -> Log to enter the log interface. See Figure 13-4.
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Figure 13-4. Log interface

Log types are displayed on the left. The right is the contents of the log. Different
types of logs are displayed depending on the level of user access rights. Fault information
is visible only to the user at the administrator level and above. The execution of the
sequence is seen only by the user of a user service level engineer and above. In the same
journal type, high-level users can view lower-level user logs, but not vice versa. Logs are
displayed in decreasing order of time / date. You can query all the journals or journals in
the specified date range. Click the Refresh button. If there are logs, the logs will be
displayed in the list; if there is no journal, the list will be empty.

13.5 Maintenance

This feature only works for a user with the rights of a customer support engineer
and above. Press the Menu button Tools ¢ Maintenance to enter the maintenance
interface. See Figure 13-5.
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Figure 13-5. Maintenance Software Interface.
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Chapter 14 Analyzer Service

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.

Bnumanue:

Bce manunynayun cefignnsie ¢ ouuidenuem zondoe obpainos u peazenmos,
MEXAUUYECKUX RANPAGIRNUUX CAEOYENt NPOBOOUME MOSBKO NPl RUIKTIONEHHOM
npubope!l

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 distilled water
container is filled, then perform the "Long-term washing" procedure.

» Turn off the power of the device.

» 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.

Characteristics of alcohol:

Active substance: 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) Aiways 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 liquids in accordance with SanPiN 2.1.3684-21
"Sanitary and epidemiological requirements for the maintenance of urban and
rural settlements, water bodies, drinking water and drinking water supply,
atmospheric air, soils, residential premises, operation of industrial, public
premises, organization and conduct of sanitary and anti-epidemic (preventive)
evenis"
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14.1.2. The procedure for conducting 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 Failures and Remedies

This chapter describes common malfunctions and how to troubleshoot them. If the
problem persists according to the recommendations in this chapter, or for more
information, contact Customer Service.

Maifunction Solutions

1) The analyzer does not turn Check if the plug is plugged in.

on.
Check fuse.
Check the voltage.

2) The lamp in the test area is Check the power supply before replacing the lamp.

off.
If the computer and instrument can be started up normally,
replace the lamp.

3) Programs can not be Tum off the instrument and restart it after 10 seconds.
downloaded.

4) The printer does not tumon.  Check if the plug is plugged in.
Check the “ON / OFF” button.
Check fuse.

5) The printer does not print. Check if there is 2 connection to the computer.

6) There is no liquid in the Check if the tank is closed for cleaning correctly.
cleaning system.
Check if the high pressure pump is operating normally.
Check the infusion tube.

7) The liquid in the cleaning Check if the gravity valve block is blocked
system is full.
Check for leaks in the tube.

8) No data from cell detection.  Check whether the lamp is lit in the test zone.
Check if there is an output signal from the preamplifier board.
Check the settings of the light flux settings.

9) The magnitude of the optical Check the settings of the light flux settings.
signal is too high and saturation
oceurs,
Check if there is an item placed in the test area.
Check if the aspiration needle is blocked.
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10) The reproducibility of the Used contaminated reaction cuvette,
results is unsatisfactory.
The reaction liquid volume is less than 150 pi
Check if the reagent is appropriate.
Check if the sample matches.
Replace the lamp.
Bad contact of the signal cable.
The reaction liquid is contaminated.
Check if the reagent has not expired.
Check whether the detection cell is contaminated and there is no
waste liquid or residues in it.

11) The suction volume of the Check if the aspiration needle is blocked,
sampling probe is not constant.
You may need to replace the handset.

12) QC is not within specified Check the expiration date of the QC fluid and that the QC fluid
limits. is not contaminated.
Check the test setup to see if you need to change the parameters.
Repeat the test in another way.
Check the incubation temperature. Retest with a new reagent or

QC.

13) The sample is contaminated.  The sampler is not properly connected, resulting in leakage.
Properly clean the sampling probe or replace the probe.
Clean the wash tank.
Ensure that there is no residual fluid on the probe.
Check if the detergent is fresh and not dirty.
When setting up the test, select the double rinse.
Sample capacity is contaminated. Replace it with a new one.

14) The incubation cell is not Check the temperature setting and set itto 37 ‘C.
hot.
Check ifthe plug is plugged in.
15) Fluid leaks under the The drain pipe was not inserted into the waste liquid
analyzer. tank.
The analyzer does not turnon.  The tank for waste liquid is full.
Wash tank locked.

Warning: (1) In case of device failure, contact an Authorized Representative in
the Russian Federation immediately to get technical support!
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Automatic coagulorueter "'I'cchnolog Solution 190", Manual

(2) Only specialists certified by the manufacturer can be allowed to repair
the analyzer. To replace the spare parts, contact your dealer.

(3) When the analyzer is out of order due to repair or is intended for
disposal, clean the fluid system, clean and sterilize the analyzer, remove the remaining
Sfluid in different parts of the device with a dry cloth so that the instrument is dry.
Ensure secure fixing of moving parts, such as a sampling probe, a cuvette grabber, elc.

(4) When repacking and transporting the analyzer, transportation
should be carried out at a temperature of -20 ° C ~ 55 ° C, relative humidity <
85%, barometric pressure 50 kPa ~ 106 kPa. During transport, pay attention to the
characters TOP, Fragile, afraid of dampness on the packaging and transport the device
in accordance with the requirements.

(5) When repacking and transporting the device, take care to protect the
Jront panel, the sampling probe, the cuvette grip unit, etc. as well as liquid connections
on the rear panel from external force or contact with other objects or damage. During
transport, the analyzer must remain upright and must not be tilted or placed on its side.
Try to avoid vibration during operation. After service or repair, check it before use.
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Annex |: Names and contents of toxic / hazardous substances or elements
1. Name and content of toxic / hazardous substances or elements

Detail Toxic / hazardous substances or elements
i Hexavalent . Polybromin
Lead Mercury ~ Cadmium Polybromi y
(Pb) (Ho) (CD) chrome ated
{Cr{vI)) nated diphenyl
biphenyls pheny
(PBB) ethers
(PBDE)
Built-in circuit
X 0 0 o] o] 0
board
Housing < o 0 « o 0
Display X 0 o o 0 0
Photovoltaic
X (o] (0] (0] (0] 0
components
Internal 0 o 0 o o o
electronic wire
Accessories « 0 o o o o

O: Indicates that the content of a toxic / hazardous substance in all homogeneous materials
of a component is below the limit specified in SJ/ T11363-2006.

x; Indicates the content of a toxic / hazardous substance in at least one homogeneous
material of the component exceeds the limit specified in standard SJ / T11363-2006.

2. Character description
Sign of the period of use of environmental protection

Sign value: An electronic information product contains certain toxic / hazardous
substances that have a lifespan of 20 years. You can use it during this period. When this
period expires, the product must enter the recycling system..
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Chapter 16. Packing, storage, transportation

The device is packaged in a plywood box, ensuring the safety of the medical
product from climatic and mechanical influences during transportation.

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

Store the product in a dry place at a temperature

from-20 ° C to+55 ° C andrelative humidity <85%

Protect from moisture.

Avoid heat or storage under direct sunlight.

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

If the appliance has cooled down during transport, please wait until it reaches
room temperature before turning it on.

When putting into storage, the product must be packed in a supplier’s
{manufacturer’s) packaging.

It is allowed to transport all types of transport in covered vehicles in accordance
with the rules of transportation valid for this type of transport at a temperature range
from - 20 C to + 55 C and relative air humidity up to 85%.

The device should be transported only in the packaging of the supplier
(manufacturer).

The product may be transported in an additional shipping container of the
transport company.

The method of packing shipping containers with products should exclude the
possibility of their movement.
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Chapter 17. Manufacturer’s 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 3 years 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 Kkits, 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
the 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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ABTOMaTmnyecknin koarynometp «Technology Solution 190»

Bepcua: 2.0 OO6LWECTBO C OrpaHWYEHHON OTBETCTBEHHOCTHID «JlabopaTopHble
peweHmnsi». 656037, Poccus, 1. bapHayn, np. KanvHuHa, 116/10, odwmc 108, 1. 8-800-551-61-71,
www.labsolution.ru. www.na6-peweHue.pg. e-mail: sales@ lab-solution.ru.
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ABTOMaTuyeckuin ~a)arynometpTcchnology Solution 190 PykoBoACTBO MO akcnayaTayuu

Kak nonb30BaTbCs flaHHLIM PYKOBOACTBOM

Bnarogapvm Bac 3a 10, 4tOo Bbl CTanu obnagarenem aBTOMATUYECKOro Koarysomertpa
«Technology Solution 190»! Mpexae, Yem NPUCTYNUTb K 3KCMAyaTauum npmobopa, NoXxanymicTa,
BHUMATE/IbHO NPOYUTaliTe MHCTPYKLMIO.

Ons [JoCcTvXeHWs ONTUMATbHOrO pesynbTata Heo6XOAMMO XOPOLIO O03HAKOMWUTLCA C
NPUHLMNOM paboTbl 060PYAOBaHUA NPEXAe, YeM MPUCTYNaTb K KIMHUYECKUM UCCNeL0BaHUAM.

B gaHHON MHCTpyKuuMn OyayT NpefcTaB/ieHbl CBeAEHUA 006 MHCTaNNsuMmn, eXxesHEBHOM
NCMoNb30BaHUM,  OOCNYXMBAHMM U MNPOYMX  acrnektax paboTbl €  aBTOMATUYECKUM
koarynomeTpoMm «Technology Solution 190».

Pasnnuma B (DYHKLMAX 3aBUCAT OT BEpCUMU KOHpurypauum mogenn. CoxpaHsiite
BCE YMaKOBOYHbIE MaTepUasibl - OHW HYXXHbI 418 XPaHeHUs 1 TPaHCMOPTUPOBKMN.

Mo Bcem TexHUYeCKMM Bomnpocam npocbba obpawatbcs K ABTOPU30BaHHOMY
npeactasutento B PO OO0 «JlabopaTOpHble peLLeHus».

Mpepynpe>kaeHue: B  cnyvae, echnbl Bbl WUrHopupyeTe  jmu Mepbl
NPesocTOPO>XKHOCTM Npu paboTe ¢ annapaToMm, 3TO MOJICET MPUBECTMW K  UCKAXKEHUIO
pe3ynbTaTOB aHanu3a, MOBPE>KAEHUIO fAeTanell aHanusaTopa W [a>kKe BO3HWKHOBEHUIO
yrposbl 340p0BbLI0 OnepaTopa.

Mepbl NPeJoCTOPOXKHOCTU:

Mpumeyanmne: Mpubop  umcnonb3yeTcs AN KAWHWYECKUX  WUCCnefoBaHui.
KAnHMYecKnin  gmarHos, OCHOBaHHbIA Ha pesynbTaTax awnuia, [OMKeH O6blTb
OCYLLeCTB/EH BPAYOM B COOTBETCTBUU C K3IUHUYECKUMMU CUMNTOMAMKU U PALOM LpPYrux
pe3ynbTaToB.¥

YBefomieHne

O6LLeCTBO C OrpaHNYeHHOW OTBETCTBEHHOCTLIO «J1abopaTOpHbIe PELUEeHUs» OCTaBaseT
3a coboli nocnefHee NpaBo 11 BHECEHWUA M3MEHEHWIA B PyKOBOACTBO MO 3KCM/yaTaumm.

WnnocTpayun, cofepxawmecs B HacTosLleM PYKOBOACTBE, MNPUBEAEHbl B KayecTBe
NPUMEPOB, OHN MOTYT He COOTBETCTBOBATb M3AE/IMI0 B peasibHOM WCMOIHEHUW. MnntocTpaymm
He MnpefHa3HayeHbl 415 UCMONb30BaHWA B Apyrux uenax. bes nucbmeHHoro paspeuweHus O0O
«JlabopaToOpHble  peLleHns»  3anpeliaeTcs  BOCMPOM3BEAEHME, W3MEHEHME  HACTOALLEro
PYKOBOACTBA.

Mpon3BoanTens  HeCET  OTBETCTBEHHOCTb 3a  6€30MacHOCTb,  HAAEXHOCTb U
CTabunbHOCTL paboTbl M34eNMA TOMbKO NPU YCNOBUWU COGMIOLEHNUA HUDKENEepPeUNCNeHHbIX
Tpe60oBaHMWiA:

» C6OpKy, MOBTOPHYH HanafKy, LOpaboTKy W PeMOHT AO/DKHbI OCYLeCTBAATb NnLa,
MMeroLLme AeCTBYIOWMIA cepTUdMKaT 4oNycka NPON3BOAMTENS HA JaHHYHO MOAeNb Npuoopa;

* 9KCnJlyatauus u3genust LOJKHA OCYLLEeCTBNAATLCA B COOTBETCTBUM C HACTOALLMM
PYKOBOACTBOM,;

* BCe 3/IEKTPUYECKME YCTPOMCTBA, WUCMO/b3yeMble COBMECTHO C NPUMOOPOM [LOSIXKHbI
COOTBETCTBOBATbL TPEOOBAHMAM MEXAYHAPOAHbIX CTaH4apTOB.
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Asromarnyeckifi xoarynomerp Technology Solution 190 PysneozcTao o sxcanyaraiii ‘

ITpumeuanne

K pabGore ¢ npubopoM nonyckaloTca cneuManucTel B 0DA3CTH  MEAHMUMHCKHX
naGopaToOpHLX HCCNEAOBAHMI: CReuManbHo OOyueHHble Bpaun KNMHWYecKoH naboparopxoit
JAHATHOCTHKH,  MCOMLIMHCKHE  TeXHoaord,  denbawepui-nabopanThl  (MEAHUMHCKHE
naGopaTopHhie TEXHHKH), NaGOPaHTH.

Buumaune

e Ecnu nons30BaTenb He MOXeET obecneunTs HaaneKallyo
IKcnayarauuio/obeayxnsanne, NpUbop MOXET BUIHTH U3 CTPOS U Jaxe NPEACTABAATL YTPO3y
3A0POBLIO NONL30BATENS.

o Cneayer ofecneunts >Kkcmayaraumio npubopa B YCNOBHAX, YKa3aHHHMIX B JAAHHOM
pyxosoacTee. B mnporuBHOM cayuae Bo3MOKHB cOou B pabore npubopa, uckaxeHHe
Pe3yNLTaTOB AHAAU3A, NOBPEKACHUE ACTANCH AHANIM3IATOPA H TPABMAI,
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ABTOMaTMyecknin koarynometpTechnology Solution 190 PykoBoACTBO Mo 3akcnayatayunm

CvmMBONbI Ha yNaKoBKe

My- OrpaHunyeHne Temnepatypsl
y| TpaHCnopTHas ynakoBKa A0/HKHa cofepXaTbca B paMKax
4 [AaHHOro TemMrnepaTypHOro pexvimMa.

Xpynkoe, o6pallatbCsi OCTOPOXHO. MeauLMHCKOe un3genne
MOXeT OblTb CNOMaHO WX MOBPEXAEeHO, ecfii C HUM He
o6paLLaTbCA 0CTOPOXKHO

Bepx

TpaHCNoOpTHaA ynakoBKa [0/HKHa HaXOAUTLCSA YKa3aHHOIA

CTOPOHOW BBEPX

Bepeyb oT BNaru

\I/
He gonyckaTb BO3LeNCTBUSA COMHEYHOTO CBeTa.

He katntb
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CumMBONBI HA MAPKHPOBKE:
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ABTomaTunyecknit KoaiyjioMCTpTechnology Solution 190 PykoBoACTBO Mo Xcnayartauum

MakeTbl MapKMpPOBKM aBTOMaTMyeckoro koarynometpa «Technology Solution

190»

TECHNOLOGY
SOLUTION 190

AamMtiwxMitwgxywMu p »Tschnblsyy Setutioe 1*0*

IVD

WIXNKN  ® d]

SOU1K»NNU 2408 _ »}u/60rm  MOBt

WNAAA i
Asavmmmoiii— J1 SmikJkkng Uftmrr~*/1 CewnAene M Med]
| H*TbIn SI«7V>«ut»nnORn«hmK (><H«4A
% » nHTwo
UnoMM WM nbl'huu» " 'UlbW>, <t|i’se«*ww ‘W K e* K»
[*1IWM««40» * hiH (rliosioiol

BHumaHue: HanonHATbL EMKOCTb
Ans kKwoBeT He BbiLue kpacHo nuHun!

A BHumaHue:

Mepepn BUT104CM»HIM ananmbliTOPB NPOBEpPbIe IMTOBMOCTD ancKrponuT«u*«. Wt4lmm
[Aii peanMroB. WTaTuea Aas 06pam”oB. WTaTBa ANA CPOUNbli« NPO6, Urn Nnpo6owu
60MMu»toB Anst npo6 u peareuro*. MposepuTte, Aooak4YnMo Ny ga*CTMNNUPOBaNNON
HOOM 1 Mugmxrn ana npQMWIKM. onopouHen nu oT orpaéoTtamH*ax KiOBeT N10TOK
1 (Jluta nm awaKocTb U} EMKOCTM A1 OTXOA0M

Bo spema paboTbl ycTpoicTen, NCAMAyucu. Ur nomewalhite PyKn B pabouyee
MPOCTPAHCTBO, uTo6bl N16eXaTb NOBPeXAeHUN

Onv nonyyeumsn TOYHbIX PETYMbIaToB, YAOCTOBCPBTECB. 4YTO XpbllKa WKPbITa
BOBpeMs paboTbl ycTpoiicTBa

Mocne BMKIIOYEMUSA YCTPCUHTBA. NOXanyiicta, MKPOUTr* chnakoHbl C peacemTobl
KpblLIKaMu, *p U Te cTaHfapTHble 06paTun, MyHTPO/IBMble 06paaLibl U Heeregyemusie
obpaswa WT wratmea ATM 06patnos. Npu Mr|M)Hemun p<~ouyero ctuna oumcrTute
€10 MHIKEM4 Tkaunblo

%K'UMW(FGB

® Ongpl
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ABTOMaTnyeckuit koarynometpTechnology Solution 190 PykoBoACTBO No 3aKcnayatauuu

N36eraiite 6uosarpsisHeHus. Mpu ouncTke
KOHTeHepa 4719 0TXOA0B MCNONb3yiiTe
pe3nHOoBbIe NepyaTkn 1 yaansiite KIoBEThl,
KOrJa KOHTelHep A/1s 0TXOA0B 3aMoJ/IHEH.

A NPEAYNPEXAEHWNE

HE TPOTANTE
OBVKYLLMECSA YACTHU ]
A
MPEAYNPEXAEHWNE

He nomeLaiite pyku BHyTpb
BO BPEMs NMPOBEAEHNS aHa/IM3a

——
USB
q \oooowsl”

oooo /N

RS-232 WLAN

MpepoxpaHnTens

10A 250 B
MouHoCTb
100-240 B
50My/60ly
500 BT
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ABTOMaTuuyecknin koarynometpTechnology Solution 190 PykoBoACTBO No akcnayaTayum

MakeTbl MapKMPOBKMW Ha yNaKoBKY

£
NW, Y
on L

IVD

Product: AUTOMATED COAGUUTION ANALYZER

Mepbl NPefOCTOPOXHOCTY U PEKOMEHAALMM HO 06ecneycTHO 6e30MacHOCTM

Tonbko AN AMArHOCTMKM in  vitro. BHMMaTENbHO NpounTaiiTe  cnegytollee
npeaynpexmaeHne nepef UCNonb30BaHUEM M CTPOFO NPUAEPXKMBANTECH €ro

BHumaHue! Mepeg akcnnyatauvein  npubopa  HeoOXOLMMO  BHUMATENbHO
03HAKOMWTbHCS C NpaBuUiaMyn TEXHUKN 6E30MacHOCTM U HEYKOCHUTENIbHO cOb604aTh WX.

» Ecnn npu6op McnyckaeT 3amax rapyv Unm AbIM, HEMEANEHHO OTKMHOUUTE UCTOYHMK
MUTaHUS W BbIHbTE BWU/KY NUTaHWUS M3 PO3ETKW. ECNM NPOA0OMKUTENBHOE BPEMS UCTONb30BATb
NnpM6op B TaKOM COCTOSIHWW, BO3HMKAET PUCK BO3rOpaHusi, MOPaXEHWs 3NEKTPUUYECKUM TOKOM
UNK NonyveHns TpaBMbl. O6paTUTECh K ABTOPM30BaHHOMY NpPeACTaBUTENt0 B PO,

« CneawuTe 3a TeM, YTOGbl He MPOMWTL Ha NPUGOP KPOBb WM PeareHTbl U HE YPOHWUTb B
Mp16op CKOGKM MW CKpenku Ans Gymar. IT0 MOXET Bbl3BaTb KOPOTKOE 3aMblKaHue. Ecin 310
NpPOU30iA4eT, HEMEANEHHO OTK/UMTE UCTOUYHMK NMUTAHWUS U BbIHbTE BUMKY NMUTAHUS U3 PO3ETKM.
3atem 06paTUTECh K ABTOPM30BaHHOMY MpeAcTaBuTento B PO,
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Asmromariiecknii xoaryronerpTechnokgy Solution 190 Pyxosoncreo no xcnnyarauss ‘

¢ ByapTe ocropoxubl npu pabote ¢ npobamu. O6a3aretHO HCNOAB3YHTE NATEKCHbIE
CMOTPOBbIE NMEPYATKH; B MPOTHBHOM CAyuae BOMOXHO 3apaxesue. Ecau npoba nonaper e
rnasa WIH NOPE3 Ha KOXKE, TPOMONTE MECTO KOHTAKTa OONBIIWM KOAMYECTBOM BOAM W
HEe3aMETHTENbHO 00paTHTecs K Bpayy.

e He npukacaiTech K BHYTPEHHUM 4acTaM, Koraa npuGop paboraet, B 0COGEHHOCTH K
ABHKYLIHMCA 4acTAM, HE COONIOACHHUE ITONO MOXKET MPUBECTH K TPaBME.

* Jlioboe xonuuecTso oOGpa3siia, MarepHana KOHTPONA KAYECTBA, KATMOPOBOYHOrO
Mmarepyana M T.A. Ha 30HZe Ang oTOopa npo6 WMeeT NOTEHUHANBHYIO OHOMOrUMuECKylO
onacHocTs. [ToaToMy He npukacaiiTecs k 3onay ana or6opa npod.

Henonb3oBaHKue H YTHAH3AUNA PEATEHTOB

¢ B cayuae KOWTAKTA peaKkTHBa, COACPNALIEro NNasMy, ¢ Koxeidl MIH OAeXAOMH,
NpoMoitTe GONBLLINM KONUYECTBOM YHUCTOH BOABI, YTOOB NPEAOTBPATUTE 3apaXKeHHE.

e [lpy nonananuu peareHTa B [1a32 TIMATENLHO MNPOMOHTE MX BOAOH W
He3aMe/LTMTENLHO 00paTuTech K Bpauy.

e B cayuae cayuaifHOrO NpOTASTHIBAHUA peareHTa BHISOBHUTE PBOTY, BHINHB 00MIbHOE
KO/M4ECTBO TeNnno# coneHoM BOALI, M HE3AMEANUTENLHO 00PaTUTECH K Bpauy.

o [lpu cnyyallHOM KOHTAaKTE C peareHTOM HEME/UIEHHO TILATENbHO MpPOMOATE KOXY
8040M.

e PaGotan ¢ npobamu wuAM peareHTamu, 0O0A3ATENABHO HCNONL3YHTE MEPHATKH.
3apepune pabotry, BuiMoiiTe pyku C ACIMHPUUMPYIOIHM YHCTAIIMM CPEACTBOM, 4TOObI
NPEAOTBPATHTD BOSMONKHOE 3apaskKeHHE NATOMCHHBIMH W HHLIMK MUKPOOPTAHH3MAMH.

¢ [Ipn 3amene peakTHBa NpUMEHAINTE Mepb NPEAOCTOPOKHOCTH, HaeBaTe NEPUATKH.

Hanpsaxetne, NORUHOMCHHE H 323¢MICHHE HCTOMHHKA THTAHHA

¢ VY6eaurech, YTO MCTOMHHK NMUTAHKA H 3a3eMAcHHE NPpHOOpPa HAREKHB H YCTORYHBH.

¢ He scraensiite BHIKY CETEBOro WIHYpa B PO3ETKY, 3HAYEHHE MEPEMEHHOTO TOKa,
xoTopo# He cooreetcTByet 100-240 B. B npoTHBHOM cnyyac MOXET BOZHHUKHYTH MoXap MM
NOPaKEHHE INCKTPHYECCKHM TOKOM.,

¢ [Ipu ycranoske 0DA3ATENBHO HCTIOAL3YHTE TPEXXKHABHMA Kabesb, ROCTABNAEMbIH C
apuGopom, obecneypTe Xopollee 3a3¢MICHHE W TIOMECTHTE NpHGOpP B MECTO, FAE BbI MOXETE
cB0GOAHO OTKMOMHTL NHTAHHE. B NPOTHBHOM Cnyuae MOXeT BOIHMKHYTh NOXAD WM
MOPAKEHHE INEKTPHUECKHM TOKOM.

s He nospexaaiite usonauuoHHoe nokpeitue kabens. He aepraiite kabGenb v He
NOABCIUMBANATE TAKELIE NPEAMETE ¢ noMowblo kabGeas. B nporusHoM cayqae Moxer
BO3HHKHYTH KOPOTKOE 3a8MEIKAHHE, YTO MOXET NMPHBECTH K NMOPAKEHHIO WICKTPHYECKHM TOKOM
H BO3NOPaHHIO.

e OrniouuTe nUTaHHe nepen NoakmouyeHueM nepudepniioro obSopyaoeanus. B
NPOTHBHOM CY4a€ MOXET BOSHHKHYTL NOPAKEHUE MEKTPHYECKUM TOKOM HNM NMOBPEKICHUE
CHCTEMBI.
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ABTOMaTM4yeckuin koar>nomeTp « Technology Solution 190». PykoBoACTBO N0 3KcnnayaTayuu

OMMABNEHWE

CunmBO/bI Ha yNakoBKe
CnMBO/IbI Ha MapKUPOBKe
MakeTbl MapKUpOBKM aBTOMaTU4yeckoro koarynomerpa «Technology Solution
190»
MakeTbl MapKUPOBKWN Ha yNaKoBKY
Mepbl NPeAoCTOPOXXHOCTU M PeKOMeHaummM no obecrnevyeHnto 6e3onacHoOCTH
OrnaBneHue
MnaBa 1 BBegeHue
1.1. BeefieHune
1.1.1. HaumeHoBaHWe npmbopa
1.1.2. OcobeHHOCTH
1.2. KoMNOHOBKa U CTPYKTypa npmbopa
1.2.1. ABTOMaTn4YecKas CUCTema 3arpy3kn 1 BbIFPY3KN KIOBET
1.2.2. Cuctema g0o3npoBaHus
1.2.3. TepmocTatmyeckas cuctema
1.2.4.Cuctema nU3MepeHus
1.2.5. Cuctema 0UnCTKA
1.2.6. Cuctema 06paboTKM faHHbIX
1.2.7. KomnbloTepHasa cucrema

1.3. Bo3amoxkHocTH npubopa

1.4. 3mepsemMble napaMeTpbl

1.5. TexHW4Yeckne napameTpbl aBTOMATUYECKOro Koarynometpa «Technology
Solution 190»

1.6. OnucaHme cocTaBa aBTOMaTU4eckoro KkoarynomeTtpa «Technology
Solution 190»

17.  OnucaHve  MeAUUMHCKUX  W3Aennid,  NpPeayCMOTPEHHbIX  Ans
MCNOMb30BaHNS B KOMOVMHALMN C MELUUMHCKUM U3fenvemM «ABTOMATUYECKMWiA
koarynometpo «Technology Solution 190»

1.8. KoHdumrypaumsa MK
Mnasa 2. MpuHUMN paboTbl

2.1. Tlpouecc Koarynauuu

2.2. XpOMOT€eHHbIA 1 UMMYHOTYPOMANMETPUYECKNIA METOS
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ABTOMaTmnyeckuit moarynometp «Technology Solution 190». PykoBoACTBO MO 3akcnayatauuu

CnaBa 1 BBegeHue

1.1. BsegeHue

1.1.1. HammeHoBaHMe npubopa

«ABTOMaTUYeCKMin Koarynometp «Technology Solution 190».
1.1.2. OcobeHHoCTK

1 MeanumnHckoe nsgenve «ABTOMaTMYecKuii koarynometp «Technology Solution 190»
ABNAETCA MOSIHOCTHIO aBTOMAaTMYeCKMM KOarysioMeTpoM, KOTOpbli cobupaeT faHHble npob o
MPUHLMNY (DOTO3NIEKTPUYECKOTO CEeHCOpa Ha OCHOBE HedesIoMeTpun, XPOMOreHHOro MeToza U
NMMYHOTYpongumeTpun. OH  MOXeT ObiTb  LUMPOKO  WMCMONb30BaH [ANs  ANArHOCTUKM
reMopparmyeckmx n TpOMOOTUYECKNX 3a60/1eBaHW, MOHUTOPUHIA U le4ebHOro HabngeHns 3a
TPOMOOSIMTMYECKON N aHTUKOAryNSHTHOW TepanmsaMu 1 T.4.

2. OcHoBaH Ha cucteme Windows 7/ 8.1/10/Ultimate nnu Bbiwe.

3. [MoNHOCTbIO aBTOMATUYECKMIA aHanM3aTop Koarynsaumu, MO3BONAIOLWMIA BbIMOMHATL
aHanu3 60/bWOro Konnyectsa 06pas3LoB C BbICOKOM MNPOU3BOAUTENILHOCTLIO, C (DYHKLMEN
aBTOMaTM4ecKoro pasbaBneHWs 00pasL0B, aBTOMaTMYECKON Ka/lMOPOBKOW C BO3MOXHOCTbIO
COXpaHeHMs.

4. Hannune BO3MOXHOCTH onpegeneHune thnbpurHoreHa nocpeacTBOM
mMoanuuMpoBaHHO MeToamkn Knaycca.

5. CosgaHve go 15 HacTpamBaeMbIX M0fb30BaTeNneM MNpoduieli, BKIHOYAKOWMX OANH U
60/1ee 0O HOBPEMEHHO WCMOJIHAEMbIX TECTOB.

6. [MopdepxunsaeT HenpepbiBHOe fo6aBneHne CTAT-06pasl0B BO BPeMs BbIMNOSIHEHUSA
aHanm3a.

7. TopaepxuBaeT MOAK/OYEHNE BHELHUX MPUHTEPOB COOTBETCTBYHOLLMX CMEAYHOLUM
KpUTEPUSM:

Knaccugukaumsa: MaTpuyHble, nasepHble, CTPYMHbIE.

Tun nogkntoyeHus: USB, 6ecnpoBofHoe.

8. OTKpbITas cuctema.

9. MeanuyuHcknin  npotokon HL7, KOTOpbIA B3aMMOAENCTBYET C WMH(POPMALMOHHOA
KMHUYECKOW cucTemolt nabopatopuun. MoaaepXXmnBaeT ABYXCTOPOHHUIA 06MeH AaHHbiMK ¢ JIUC.

10. TMpomn3sBonbHas yctaHoBka CTAT-06pa3sLoB.

11. bonbwoi o6bem apxumBa [faHHbIX: coxpaHeHwe 150 000 KannmbpoBOYHbLIX KPUBbIX.
150 000 oT4eTOB 0 pe3yfbTarax UccrefoBaHus.

12. ®dopmupyeT pasHoobpasHble OTYeThl A4/i1F MeyaTn pe3ynbTaToB aHa/IM30B.

13. CTaHfapTHbIA TUN  KOH(Urypaumnm npubopa - HacTONbHbIA. He TpebyeTcs
[0MONHUTeNbHAsA NOACTaBKa.

14. Hanmuue ckaHepoB 06pasLOB 1 peareHToB.

B cocTaB n3gennsa Bxoaqar:

1 ABT0.mMaTuueckmin koarynometp «Technology Solution 190» - 1 wi.

2. 1"yKoBofACTBO MO 3KcnayaTauum ~ 1.

3. MacnopT npubopa - 1 .

4.  EMKOCTb Ans AUCTUNNNPOBAHHON BOAbl - | L.

5. EMKOCTb Ans cnvBa XXUOKMX OTX040B - 1 L.
13
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ABTOMaTnyeckuit koarn'nometp «Technology Solution 190». PykoBoACTBO No 3akcnayatauuu

CeTeBOit WHYyp —1 wr.
MpoBOA ANA MOAK/IOYEHUA 3a3eMIeHns - 1 .
MpefoxpaHuTesb - 2 WIT.
LLnaHr gna cnvea 0TX040B - 1 wir.
10. Kab6enb LAN - 1w,
11. Yaweuka ansa o6pasyos 1,5 mn (npyn HeobxoanmocTu) - He 6onee 100 L.
12. Pyuku gna nepeHoca npuéopa (npu HeobxoaMmocTn) - He 6onee 4 wi.
13. Mukpo-aganTep ans o6pasyos (Npy HeO6X0AMMOCTHM) - He 6onee 2 L.
14. ApanTtep Ans yaweyek 06pasLoB (Npu HeO6X0LMMOCTH) - He 6onee 2 L.
15. Hanpasnsowas nnactuHa Aia oTpaboTaHHbIX KHOBET (MpY HeoOXOAMMOCTM) - He
6onee 1.
16. ®nakoH gns peareHToB 023 MM (Mpy HEO6XOAMMOCTW) - He 6onee 2 um.
17. ®nakoH gna peareHtos 035 MM (Mpu Heo6Xx04MMOCTU) - He 6onee 5 L.
18. ®nakoH ans peareHToB 028 MM (MpY HEO6XOAUMOCTM) - He 6osee 2 L.
19. MarHutHasa mewwanka (npyM HeoOX0AMMOCTH) - He 6onee 2 L.
20. Hakneiika gns peareHToB (Mpy HEOOXOAMMOCTK) - He 6onee 2 WIT.
21. CD c nporpammHbIM 0becrneveHnem (Npyv HeO6X0AMMOCTK) - He 6onee 1 WiT.
22. CunTblBaTenb AN peareHToB (Npy HeO06X0AMMOCTM) —He 6osiee 1 WiT.
23. CuuTbiBaTeNb Ans 06pasyos (Mpyv HeOOXOAUMOCTK) - He 6onee | wWiT.

© o N o

MPUMEYAHWE: TllpnmeHeHne CKaHepa LWTpUX-Kofda ABNAETCA ONUUOHHBLIM. [nA
pelleHWs BOMpoca MO YCTaHOBKe o6palwaiitecb K ABTOPU30BAHHOMY  MpeACTaBUTENO
npoussoauTens B Poccuiickoin degepaumm.

1.2. KoMnoHOBKa 1 CTPYyKTypa npuoopa

PucyHok 1-1. OCHOBHOI BMA npunbopa.

KommnoHoBka BktouyaeT B cebs npubop u MK, paboTta ¢ NnprbOpPoOM OCYLLECTBAAETCA MpU
nomoww MK. Ansa ceasm npubopa n MK npumeHsetca nHTepdeiic WLAN. OCHOBHble 4acTu
npuéopa: OyHKep A8 3arpy3kM peakUMOHHbIX KIOBET, cuCTema 0T6opa npob U peareHToB,
TepMoCTaT, CUCTEMA W3MepeHus, CUCTEMa MPOMbIBKM, CUCTEMA 06pabOTKM [aHHbLIX, a Takxke
KOMMbIOTEPHAA CUCTEMA.

14
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ABTOMaTuuyeckunii koarynometp «Technology Solution 190», Py|«)BOACTBO N0 akcnayaTauuu

Bug nepefHein naHenm aBToMaTuyeckoro koarynometpa «Technology Solution 190».

O6o3HaveHus: 1- lMepeaHsAs nNaHenb. 2 - 3KpaH COCTOAHUA. 3 - 3alMTHAA Kpbiwka. 4 -
Kpblwka 6yHKepa 3arpy3ku KioBeT. 5 - BepxHas naHenb. 6 - [NpaBas 60koBas naHenb. 7 —
KHonka BKNIOYEHUA/BLIKNIOYEHNA. 8 - EMKOCTb 415 0TpaboTaHHbIX KioBeT. 9 - BTOpMUHbIL
nepeknoyaTens.

Bug 3agHein naHenn aBToMaTuyeckoro koarynometpa «Technology Solution 190».

O603HayeHusa: 1 - 3agHAs naHenb. 2 - MeCTO NOAK/OYEHUS MUTaHWA (a Takxe ABa
npegoxpanutens). 3 —3asemneHune. 4 - UHTepgeiic WLAN. 5 —JleBasd 60KoBasi naHesb. 6 —
BbixofHOe 0TBepcTMe 0TpabOTaHHOW >XMAKOCTWU. 7 - BXogHOe OTBEpCTME LUCTUNAMPOBAHHOM
BOAb!.

15
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Asromatyecxuit xoarynomerp « Technology Solution £90». PyxoBoacTEG N0 SKCILIYATAUNH .

O6o3nauenna: | — Quck oOpazuos. 2 — TMosunumn ana CTAT-obpasuos. 3 — Nozuums
ounctku npoGoorGopuuka oOpasuos. 4 — Brox aBromatMuecko# 3arpy3ku KioBer. 5 —
MpoGoorGopunk. 6 — 3ona pearewta. 7 — Moayne usmepurenvHoll cucremsl. 8 — Mecro
cGpoca otpabotaunbix kioreT. 9 — [To3uuma ouncrxm 30Hpa pearentos. 10 — Kapkac. 11 -
JHck peareHToB.

O6o3Hauenns: | — Moayns nutanms. 2 — Moayns nnath. 3 — Iloplsens AO3MPOBaHHA
npoboorGoprnka W 3onaa pearcHToB. 4 — XXuaxoctHold knanad. 5 — [uralouwii Hacoc, 6 —
Baok xnanaHos oTpaboTAHHOMN HKHAKOCTH.

1.2.1. ABTOMATHYECKAS CHCTEMA 3arPy3KH # BLIFPY3KH KIOBET

MexaHH3M aBTOMATHYECKOH 3arpy3xd M NPHHHMAIOWMA MEXAHMIM HM3MEPHTENBHBIX
KIOBET BHNOHAIOT pacnpeAcieHue KIOBET B ONOKe H3MepeHWs WX y4eT U ¢Opoc yxe
oTpaboTaHHBIX KIOBET B EMKOCTh A1l HCNOIL3OBAHHLIX KIOBET.

16
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ABTOMaTmnyeckunii oasarynometp «Technology Solution 190». PykoBoACTBO No akcnayatauum

1.2.2. CucTtema L03MpOBaHUA

Cucrtema [03MpoBaHWA BbIMOMHAET aBTOMAaTU4eckoe fobGaB/rieHWe Npob U peareHToB W
BbIMOJIHAET CNefytoLme MYHKUNK:

1 OnpegeneHvie ypoBHA XWAKoCTU. B cnyvae, Korja Kakoro-nvbo peareHta unu
obpasua HefoCTaTOYHO, NMPUBOP BbILACT COOTBETCTBYIOLLEE COOOLLEHME N TEM CaMbIM OMOBECTUT
nosib30Barens.

2. TpepBapuTenbHbliA Harpes peareHTa. lMepes fo6aBneHMeM peareHTa NPOUCXOAMUT €ro
Harpes fo 37 °C 3a 3-5 cekyHp,.

3. TpepoTspalleHne ropM3oHTaIbHOTO U BEPTUKA/IbHOTO CTO/IKHOBEHWS.

1.2.3. TepmocTtaTuyeckas cucrema

TepmocTaTnyeckas crcTema BK/IKOYaET OXNaXKAEHNe peareHToB, npeLBapuTe/ibHbIl Harpes
peareHTa, WMHKy0Oauuio peakuMOHHON >XMAKOCTU W MOLAepXaHVe TemnepaTypHOro pexuma BO
BPEMS UCMbITaHWIA.

1 OxnaxpgeHuwe: TemnepaTtypa BCeX MO3MLMIA peareHTOB cocTaBnseT < 16 °C.

2. TpeaBapuTenbHbIA HarpeB peareHTa: TemnepaTypa 30HA4a peareHTa NoALep>KMBaeTcs
Ha ypoBHe 37 °C. MNpefBapUTeNbHbI HarpeB peareHTa NPOUCXOANT 3a 3-5 CeKyHA,

3. VHKybauumoHHbIi 610K  uMmeeT 18 MHKY6aLUMOHHbIX S4eeK C  MOCTOSAHHOW
Temnepatypoit 37 °C.

4.  V3meputenbHbIl 610K UMeeT 13 3MepuTeNbHbIX AYeeK C MOCTOSAHHON TemnepaTypoi
37 °C.

1.2.4. Cucrtema n3MepeHuna

Cucrtema M3MepeHUs BbIMONHAET BK/IKOYEHVE CBETOBOrO0 MOTOKa, CO0p CUTHaNoOB U WX
npesBapuTe/ibHyt0 06paboTKy BO Bpemsa peakuuu. V3meputenbHas cuctema npubopa BKAKOYaeT
TP MeToAa W3MEepPeHWin: KOarynsauMOHHbIA, XPOMOFEHHbIA U UMMYHOTYPOUAUMETPUYECKUIA
MEeTO/pbl.

1 KoarynsunoHHbIi MeToA: 3aAeiiCTBOBaHblI 8 N3MEPUTENbHbLIX KaHanos: 1,2, 3. 4, 5, 6,
7 1 8 0TMeYeHHble YepHbIM LBETOM, Kak MOKa3aHO Ha PUCYHKe HWKe. [nvHa BOJSIHbI COCTaBNsAEeT
660 Hm.

2. XPpOMOreHHbIAi ¥ WMMYHOTYPOUOMMETPUYECKUA  MEeTOAbl:  3afeiicTBOBaHbl 5
n3MepuTenbHbIX KaHanos:!, 2, 3, 4 1 5, nokasaHHble Ha PUCYHKe Hmke. [ofaepXxunsaroTcs
cnepyrowime AnvHbl BOAH: 405 HM, 575 HM, 660 HM, 800 HM.

3. WHkybauus peakUMOHHON CMecU MpoucXoauT B no3numax 1-18, OTMEeYeHHbIX
KpacHbIM.

4. TMo3uumn 1un 2 aBngoTca nosuumsaMu copoca oTpaboTaHHbIX KHOBET.

17
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AsroMarnueckuii warynomerp «Technology Solution 190». Pyxosoactso no sxcinyaraumi .

HMaMepurenbhsie KAHAMH AN MamepuTensHele KaHaNb 114
XpoMoreHHoro/

MNo3uumn cGpoca SuanMeToHueckoro  MCTOAS KOAryNALMH/ AYeHKH
oTpaboTaHHBIX HMMYHOTYP M'g'on:m HHKYGauHu
KIOBET

CIMGIEILT ) [ 1] (]
‘ L] [ L] [
(]G] [
2 ) [
] ] G [ [

PucyHok 1-2. BHa cBepXy M3MEpPUTEABHBIX NO3HUUH ONOKa H3MEpeHHA.

Jna nonyueHus KOPPEKTHBIX pe3ynLTaTOB aHaNM3a W NpaBUAbHOW pabothl npubopa
HeoOXoAHMO MCTIONL30BATH MEAHLIMHCKOE H3e/IHE B COOTBETCTBHH ¢ PY Ne P3H 2020/10843 or
17 mions 2020 roaa «Kiosera ogHopa3soBas ans nuHelky koarynomerpos «Technology Solution»»,
B BAPYAHTAX HCTIOJTHEHHS:

- KioBeTa oaHopazosas ans koarynomeTpoe «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 (700 mxn) — 1000 wr. B ynakoske.
- Kiosera oanopazosaa ans xoarynomerpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 (700 mxn) — 1500 wr. B ynakoeke.
Texnuyeckne XapakTEpHCTHKH KIOBET:
Obnem 700 Mkn;
O6uias Bricota xtoBeTh! - 30,06 + 0,15 mm;
HunaMetp nocaaouHo# yactu kroeetbl - 10,00 £ 0,1 mMm;
Buewnuit avameTp AHa KioeThl - 7,70 £ 0,1 mm;
Paccroanne obnactv uaMepeHus oT npusanoyHodi nnockocTy - 21,40 £ 0,1 Mm;
BHemHHA AHaMETP H3MEPHTENBHOM HaCTH KIOBETH - 7,75 £ 0,1 MMm;
TonuMHA CTEHKH B H3MepUTENbHON 4acTH KioBeTH! He Gonee - 1,08 £ 0,03 Mm;
MakcuManbHOe OTKAOHEHHE TOALUMHB CTEHKH KIOBETH B H3IMEPHTE/IhHOM yacTy - 0...+0,01
MM;
¢ Paanyc swTecuurens - 1,60:0,03 mm.

Kiosera oanopasoBaa ana koarynomerpos «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K2 umeer cneumanbHyio MapKHPOBKY Ha BepXHEH
FpaHK KOKAOH KIOBETHI: ~~ -

C uensi0 NpeaoTBPALICHHS NPUMEHEHNS KOHTPa(aKTHHIX MEAHUMHCKUX H3AENHit
3anpeliaeTes HCNOAL3OBATE KIOBETHI K2 6e3 ykazanHOH MapKHPOBKM Ha JiMHelike koarynoMeTpos
«Technology Solution». B cnyyae ucrnons30BaHua KiOReT Ge3 COOTBETCTRYIOWIEH MapKHPOBKH
aBTOPH30BaHHMA Npeactasutens 8 PO 000 «JlaGoparopHbie pemeHns» CHUMaeT ¢ ceba nobyro
OTBETCTBEHHOCTh 34 KAYECTBO BHIAABAEMBIX PE3yNLTaTos W 3a paborocnocobHocTe npubopa, a
Takke BNpaBe OTKA3ATH B 3aMEHE 10 FAPAHTHH BLILIEALICrO U3 CTPOs Npubopa WM xakoi-AnGo
€ro 4acTH,
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ABTOMaTuyecknit koarynomeTp «Technology Solution 190». PykoBoACTBO No akcnayaTauuu

1.2.5. Cucrtema OUYNCTKMN

Cuctema OYMCTKM MpefHas3HayveHa A/19 NPOMbIBaHUA XXWUAKOCTHON Maructpanm v 04UMCTKU
30HJa peareHToB M NPo600TOOPHMKA.

CuncTema O4MUCTKN COCTOMT M3 CeayHoLmnX KOMMNOHEHTOB:

1. TlpomblBOYHa# BaHHOYKa: MpefHa3HayeHa AN1S CTPYNHON OUYUCTKU BHYTPEHHeRd W
BHELLHe CTeHOK 30HA4a peareHToB M Npo6o0T6OpHMKa.

2.  EmMKoCcTb And  AWUCTWAIMPOBAHHOW  BOAbl:  MCMOMb3yeTca AN XpaHeHus
ANCTUNNMPOBAHHOW U AEVOHU3NPOBAHHOMN BOfpbI.

3. EmkocTb ansa oTpaboTaHHOW >XMAKOCTW: MCMONb3yeTcA Ans cbopa oTpabOTaHHON
XWUAKOCTH.

4. B KauyecTBe MOILLEro M Ae3VH(ULMPYIOLLEro peareHTa A1 OYUCTKM LO3UPYHOLLMX
CUCTEM KOary/sioMeTpa [AO/DKHO TMNPUMEHATbCA MeAWLMHCKOe W3fenve B COOTBETCTBUM C
perncTpaumoHHbiM yaoctoBepeHnem Ne P3H 2019/9048 oT 04 masa 2021 ropa «IMpOMbIBOYHbIA
pacteBop no TY 21.20.23-001 -34065548-2019».

1.2.6. Cwucrte.ma 06paboTKn faHHbIX

Cuctema o6pabaTbiBaeT W aHanM3MpyeT [aHHble W  OCYLLECTBAAET (PU3NYECKWIA,
XUMUYECKUA U BUONOTUYECKUIA aHaNn3.

1.2.7. KomnbloTepHan cucrema

CucTeMa KOOpAVHUPYET pasnnyHble AeCTBUS U KOHTPONMPYET paboTy nprbopa, BKoYas
B3a/MO/ieiCTBME YeNoBeKa 1 060pyJ0BaHMs, 0TOGpaXKaeT MHAOPMALMIO U BbIMOMHSAET Neyatb.

1.3. Bo3moXHOCTW npubopa

B aHanu3aTope MCMONb3YeTCA MPUHLUMM  OMNTUYECKOW AeTeKuuun, MO3BONSAOLLNI
BbIMO/IHATL  K/IOTTUHIOBbIE, XPOMOTEHHble W WUMMYHOTYPOMAMMETPUYECKME METOAUKU [AN1f
aHasM3a BPEMEHM W aKTMBHOCTW (DaKTOPOB CBEPTbIBAHUA KPOBW, a TakXXe aHa/in3a akTMBHOCTM
aHTMKOArynsaHTHON 1 (MOPUHONUTNYECKOW CUCTEM.

Ona  aHanMsa  uCronb3yeTcd  MnnasMa  KpPOBW  YenoBeKa,  CTabunansnpoBaHHas
aHTUKOarynsaHTom (umTpatom HaTpus). Nio6oii Apyroii marepuan cumnTaeTcs
HenpesyCMOTPEHHBIM.

14. N3mepsieMble napamMeTpbl

Bce n3mMepsieMble napameTpbl NMpuBefeHbl B Tabnuue 1-1

Tabnuua 1-
HanmeHoBaHwue ViamepaembIl MeTog aHanusa EAnHMLb
napameTp n3MepeHus

MpoTpoM6brHOBOE BpeMS PT Koarynauus C (CekyHpa)
AKTNBMPOBaHHOE NPTT Koarynsauus c (cekyHpa)
napuuanbHoe
TPOM60OMNIaCTMHOBOE BPeEMS
dunbpuHoreH (ctaHgapTHbIi  FIB Koarynsums r/n
metof Knaycca)
dnbpuHoreH FIB MMC Koarynaums r/n

(MoAMtMUMPOBaHHBII

19

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



ABTOMaTuyeckunii otarynometp «Technology Solution 190», PykoBOACTBO NoO -Xcnayatayuu

meToq Knaycca)

TpoM6MHOBOE BpeMs TT Koarynsuyus c (cekyHza)
BonyaHouHbIiA LAI Koarynauus c (cekyHpa)
aHTuKoarynaHT LAl
BonyaHOUHbIA LA2 Koarynauus c (cekyHpa)
aHTuKoarynaHTt LA2
daKTop CBepTLIBAHMA I, V, VII, VIIl, Koarynauus %

IX, XXI, XII
®aKTop cBepTblBaHNA Xl XPOMOreHHbIn MeToq, %
AHTUTPOMOMH Il AT3 XPOMOTeHHbI MeTog, %
MnasmuHoreH Pig XPOMOTr€eHHbIVi MeTog, %
MpoTenH C PCch XPOMOTr€eHHbIi METOA %
MpotenH C PCco Koarynaums %
MpoTenH S PSch VMmyHOTYpOraumeTpus %
MpotenH S PSco Koarynauus %
"enapuvH Hep XPOMOTeHHbIN MeTog, ME/mn
MOAK Hep2 XPOMOTreHHbI MeTof Hr/MN
a 2 -aHTunnasMuH a2AP XPOMOTeHHbI MeTog, %
MpoAayKTobl Aerpagaumm FDP VIMMyHOTYpOuaMMeTpUS MKr/MN
(hmbpuHoreHa
A-Oumep D-dimer VMMyHOTYpOuanmeTpus Hr/MN
AHTUTeH (hakTopa Von VWFAg MMyHOTYpOuanmeTpus %
Willebrand
DNOPUH-MOHOMEP M VIMMyHOTYpOuanmeTpus MKF/MA

1.5. TexHMuyeckue napameTpbl aBTOMaTU4YeCKOro Koarynometpa «Technology

Solution 190»

Tabnuua 1-2
MeTog TecTupoBaHua Koarynsaums (MeTog onTUYecKOro paccesHus), XpOMOreHHbIA 1
UMMYHOTYPOUANMETPUYECKNI MeTOAb! (METOL ONTUYECKOro
nponycKaHus)
OnnHbl BOMH MeTog koarynauumn: 660 Hm

XPOMOTr€eHHbI U UMMYHOTYPOUANMETPUYECKNIA METO/bI:
405 HM. 575 HM, 660 HM. 1 800 HM.

M3mepuTenbHble NO3nMunm 13 nosuyuia

NHKy6aLnoHHbIEe NO3nLMn 18 no3uymi

Mosuyuun cbpoca 2 nosuumuu

0TpaboTaHHbIX KIOBET:

Mpon3BoAnNTENBHOCTb: 190 TectoB/yac (PT TecT)

Mosnuymn npoo6: 50 nosuuwmii gns npo6, 5 nosuymin gna CTAT-npo6
Mo3nunn peareHToB: 24 oxnaxgaembIxX NO3NLUIA, 5 He OXNaX4aeMbIX NO3ULNIA
MakcumanbHas 3arpyska 300 n3MepuTeNibHbIX KIoBeT
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ABTOMaTuuyeckuii koarynometp «Technology Solution 190». PykoBoACTBO MO akcnayaTayuu

N3MEPUTENIbHBIX KIOBET:
MutaHne:

MoOLHOCTS:

Ycnosus akcnnayaTtauum:
YcnoBuma XpaHeHUs:

WNHTepdeiic:

MakcumanbHO LOonycTUMOe
BpPeEMSA YCTaHOB/IEHUS
paboyero pexuma,
ncuncnsemoe ¢ MOMeHTa
BK/IIOYEHMA aHanu3aTopa
Knacc 6esonacHocTu ans
nporpaMMHOro obecrneyeHus
Ho EN 62304
AnekTpobe3onacHoCTb

no EN 61010-1

pynna 3aBMCMMOCTU OT
BOCHPUMHMaEMbIX
MeXaHNYeCKMX BO3AENCTBMIA
no FOCT P 50444-2020
CteneHb 3aWnUThI
aHanusaTtopa OT OnacHoro
NMPOHWUKHOBEHWS BOAbI UMK
TBepAbIX yaciumm - IP

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

a.c.100-240 B. 50 /600y

500 BT
15 °C ~ 30 °C, oTHOCUTENbHAs BAaXXHOCTb < 70 %
-20°C °C, OTHOCUTENbHAsA BNaXXHOCTb < 85 %,

[JasneHwne: 50 kMa~106 Kla, B XOpPOLLO BEHTUINPYEMOM
NnoMeLLeHNM
WLAN, nopt RS-232, nopt USB

Ao 10 muH

- Kareropusa nepeHanps»keHus |.

- CreneHb 3arpsasHeHns L

- Knacc 3awuThbl .

2 - HOCUMbIe, NEPEHOCHbIE W NEPeaBUKHbIE, He
npeAgHasHayeHHble 4N paboTbl NPU NepeHocKax u
nepeiBMKEHUAX B Npefenax cTalMoHapHOro NoMeLLeHNs

iPOO
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ABTOMaTnyecknin moarynometp «Technology Solution 190». PykoBOACTBO N0 3Kcnayatauuu

1.6. OnucaHue cocTaBa aBTOMaTU4ecKoro koarynometpa «Technology Solution

190»

OnucaHune

EMKoCTb and
AUCTUNNNPOBAHHOW BOApbI

EMKoCTb gna cnuea
XULKNX 0TXOL0B

Yawweyka ana obpasLos
1,5 mn (npu
Heo6X0ANMOCTK)

CeTeBOWi LWIHYP

MpoBog AN NOAKOYEHNS
3a3eM/IeHNS

Pyukun gnsa nepeHoca
npuoéopa(npu
Heo6X0ANMOCTK)
MuKkpo-aganTep 415
o6pasuos (npu
Heo6Xo4NMOCTI)

AfanTep Ans yawleyek
o6pasyos (npu
HeobxoaMmocTH)

Hanpasndwowaa naactnHa
4N8 0TpaboTaHHbIX KiOBET
(Mpn HeobXxoAMMOCTHN)

LLinaHr gnsa cnvea 0TX0A0B

MpegoxpaHuTenb

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

Ha3HauyeHue

MpefHa3HaveHa anq
AUCTUNNNPOBAaHHOW BOAbI

MpeaHas3HaueHa Ans c6opa
0TPaGOTaHHOM XWMAKOCTY

WcnonbaytoTtea ana o6pasuos
A AePUUUTHBLIX NNasM BO
BpeMSsi NPOBefeHNs TecTa
npméopom

Ob6ecneumBaeT nogauy
3NeKTpuyecTBa K npuéopy

O6ecneumBaeT 3alUTHOE
3a3emneHune npmbopa

MpepgHasHayveHbl 4ns
nepeHoca npuoopa

MpepgHasHayveH ong
YCTaHOBKM Yallleyek B
LUTATMB [151 PeareHToB

MpegHa3HayeH ong
YCTaHOBKW Yallleyek ¢

LeMUMTHLIMW Nnasmamn B
LITATWUB 19 peareHToB
MpefHa3HaveHa anq
HanpasneHnsa cépoca
0TpaboTaHHbIX KHOBET B
eMKOCTb 3a npegenamu
npuoopa
MpefHa3HayeH ona 3ameHbl
LunaHra ans camea OTXOL0B
BbInosiHAeT 3aWnNTHYO

(DYHKLMIO, 3almuiaeTt
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TexHunyeckune

XapaKTepucTukm
O6wem: 20 n.
abapuTHbIE pasmepbl:
BbicoTa: 360 Mm + 1 MM;
LWnprHa: 280 mm £ 1 mmM;
ny6uHa: 280 MM £ i MM.
O6wem: 20 n.
abapuTHble pasMepsbl:
BbicoTta: 360 Mm = 1 MwMm;
LWnprHa: 280 Mmm = 1 Mwm;
Fny6buHa: 280 mM £ 1 Mm.
Ovametp: 15 MM £ 1 MM.
BbicoTa: 25 Mm £ 1 MM.

OnnnHa: 1800+ 10 mm.
HanpsxeHue: go 500 B.
Ovametp: 7 MM = 0,5 mm.
HanpsykeHuve: o 600 B
OnvHa: 5200 mm £ 10 Mm.
Onametp: 4 MM £ 0,5 Mm.
OunameTp: 28 mm.

Ovawmetp: 24 Mm £ 1 MM,
BbicoTa: 29 MM + 1 MMm.

Ounametp: 24 vm £ 1 MM,
BbicoTa: 29 MM = 1 MMm.

LWupnHa: 118 mm.

OnvHa: 500 mm £ 5 mMm.
Ouametp: 12 mm £ 0,5 mMm.

OuameTp x OnvHa: 5x20
MM.



ABTOMaTuuyeckuii narynomeTp «Technology Solution 190». PykoBoACTBO Mo 3akcnayatauumn

3N1eKTPUYECKYIO Lienb U eé Cwuna toka: 10 A.
3N1eMEHTbI OT neperpesa u Hanps»keHwne: 250 B.
BO3ropaHus nNpu npoTekaHUn
TOKa BbICOKOW CUbl.

MpegHasHayveH ans OnvHa: 2500 v = 10 mm.
n Kab6enb LAN coefMHeHus ¢ ynpasnaowmum  Avametp: 0,7 mm £ 0.5 mm.
KOMMbIOTEPOM
O6bem: 25 mn.
®nakoH 15 peareHToB
MpeaHasHauyeH AN XxpaHeHusi [abapuTHble pasmepsl:
13 023 mm (npu
HEOGXOUMOCTH) peareHTa Ovnametp: 23 Mmm = 1 MMm;
A BbicoTa: 45 MM = 1 MM.
O6bem: 30 mn.
®nakoH 4ns peareHToB
MpeaHasHaueH ans xpaHeHust [abapuTHble pasmepsbl:
14 035 mm (npm _ _
6 ) peareHTa OnameTtp: 35 MM £ 1 MM;
Heo6xoAMMOCTH
A Boicota: 60 MM = 1 MM.
O6bem: 20 mn.
®nakoH 4na peareH ToB
MpeaHasHayeH Ansa xpaHeHus  [abapuTHble pasmepsl:
15 028 mm (npu
HEOGXOUMOCTH) peareHTa OnameTtp: 28 MM £ 1 MM;
A Bbicota: 50 mm £ 1 MMm.
16 MarHutHas mewanka (npu MpenHasHayeHa ang AOnvHa: 15 mw.
Heob6Xxo4MMOCTH) nepemMeLUnNBaHNA peareHToB
VMcnonb3yetca ang OnnnHa: 13 Mm £ 0.5 mm.
17 Haknelika gns peareHToB 0603HayeHns MecT LWvpuHa: 5 mm £ 0.5 mm.
(Npy HeobxoAMMOCTK) YCTaHOBKW peareHToB B
LiTaTunBee
MpeaHasHayeH gns EmkocTb: 700 m6.
CD c nporpaMMHbIM MHCTaNNAuuM nporpaMmmHoro  Tun CD: nasepHbIil.
1K obecneyeHuem (npu obecneyeHus, ynpaBnsoLero
Heob6Xo4MMOCTH) aHanM3aTopoMm, Ha
KOMIMbOTEP
[nHa BONHBI:650 HM.
MouyHocTe: go 1 mBT.
Knacc nasepa: 2.
MakcunmanbHoe pacctosHue
[0 wrpux-koga: 90 cwm.
CKopocTb cunTbiBaHusA: 104
CunTbiBaTenb gna MpefHa3HayveH ans
+12 WTPMX-KOAOB B
19 peareHTOB (Npw CUMTBIBAHNA LUTPUX-KOAa CeKVH
Heob6Xx04MMOCTH) peareHToB KYHAY.
MoTpebnsemass MOLHOCTb:
95 mBT.
MoakntoYveHne K CUCTeME:
annaparHoe.

OnvHa: 80 mm 1 Mm.
BbicoTa: 65 mm £ 1 MMm.
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Astomarnueckuii koarynometp «Technology Solution 190». Pyxoso1cTso no Jxciiiyaraumm ‘

ILnpuna: 28 MM = 1 Mm.

Jlnuna soaubl: 650 Hm.
MouwtocTs: a0 1 MBT.
Knacc nazepa: 2.
MakcuManbHoe paccTosHHE
1o wrpux-koaa: 90 cm.
Ckopoctb cunTbiBanus: 104
+ 12 WTpHX-KOAOB B

CEeKYHAY.
[MoTpebnsemas MOLHOCTH:
CuuTbiBaTENbL ANA [peanasnayex ans 95 MBT
obpa3uos (npu CYMTHIBAHMSA LWITPHUX-KOAA )
20 [ToaknioueHHe K cucTeme:
HeobxoaumocTH) obpa3uos
annaparHoe.

HOnuna: 80 mm £ | Mm.
BhicoTa: 65 MM = | MM,
Wupnna: 28 Mm £ | MM.

1.7. OnHcanve MEIMUHHCKHX H3ZeJHH, NMPEAYCMOTPEHHLIX ISl HCNO/b30BAHNHS
B KOMOMHAUKHH C MEIHUMHCKHM H3lejHeM «ABToMaTHueckHit koaryaomerp «Technology
Solution 190», He BxoasWIMX B KOMILJIEKT NOCTABKH.

Homep u nara Hasnauenue
HanmenoBanue BriAann
PErucTpaunoHHOro
YAOCTOBEPEHHSA
Ha6op pearextos ans onpeaenenns | P3H 2020/12933 ot | MeanuuHckoe W3aeciue
aKTMBHPOBaHHOrO  napuwuansHoro | 14 nexabpsa 2020 roaa | «TS-ATITB» npeanasHaueno ans
TPoMOONNAacTUHOBOrO BpEMEHH AnA BbINONHEHUA ©a30BOM  METOAMKH
nuHeHKH KOaryl1oMeTpoB MCCJIC0BAHUA CUCTEMBI FEMOCTa3a -
«Technology Solution» (TS-ATITB) onpeaeneHns aKTHBHPOBAHHOTO
no TY napu1anbHoro (4acTHYHOIO)
21.20.23-082-42349142-2020 TpoMOONAACTHHOBOIO BpEMEHH
(ATITB/AYTB) Ha NuHeike
NoJNyaBTOMaTHYECKHX "
aBTOMAaTHYECKUX  KOaryJloMeTpoB
«Technology Solution».
Onpeaenenne AIITB npoBoautcs
A OLUEHKH BHYTPEHHErO NyTH
aKTHBaLMH CBEPTHIBAHUA B NiaiMe
KPOBH.
Ha6op pearentos ans onpeaenenns | P3H 2020/12930 ot | Meanuunuckoe usaenue
nporpomMbuHoBoro Bpemenu aas | 15.12.2020 roaa «TS-TpombonnacTuH»
JHHEAKH KOaryJ1oMeTpoB NpeAHa3HA4YeHO ANA Onpeae/ieHus
«Technology Solution» npoTpoMOHHOBOTO BpEMEHH
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ABTOMaTuuyeckunit koarynometp «Technology Solution 190». PykoBOACTBO MO Xcnayartauyumn

(TS-TpombonnacTuH) no TY ceepTtbiBaHUA  (MB) B nnaswme
21.20.23-083-42349142-2020 BEHO3HOIA KpoBH, pacueTa
NPOTPOMOMHOBOIO OTHOLLEHNS
(NMO), NpoTPOM6GMHOBOrO WHAEKCa
(T, MeXAyHapoaHOro
HOPMa/iIn30BaHHOTO OTHOLLEHWS

(MHO) 7 NMPOTPOMOMHOBOIO
nokasatens no KBWKY Ha nuHeiike

nonyaBTOMaTUYECKNX 7
aBTOMaTUYEeCKUX KoarysomeTpoB
«Technology Solution».

OnpepgeneHve  NPOTPOMOGUHOBOIO
BPEMEHMW NPOBOAUTCA MPU KOHTpONe
3a fleYeHNeM aHTMKOoarynsHTamMmm He-
npsAMOro [feicTBua, a Takxe And
BbISIBNEHUA OUCHYHKLMN BHELLHEro
MyT KOarynsumm.

Ha6op peareHToB anis onpeaenedms P3H 2020/12659 ot  MeauumHcKoe n3genve
TPOMOBMHOBOI0 BPEMEHM Ana 24 Hosbps 2020 roga «TS-TpomOUH» npeaHasHaueHo AN
JMHENKN KOary/noMeTpoB onpegeneHuns TPOMOGUHOBOTO
«Technology Solution» BPEMEHM Ha NNHeliKe
(TS-TpombuH) noTy nonyasToOMaTn4ecKux "
21.20.23-084-42349142-2020 aBTOMaTUYEeCKnX Koary/ioMeTpoB

«Technology Solutiony.

Onpepgenexve TPOMOMHOBOIO

BPEMEHN MPOBOAMTCA ANS OLEHKM
KOHEYHOro  3Tana  CBepTbiBaHUSA
nnasmbl KpOBW npw
NPoMNIaKTUUYECKOM W fleyebHOM
Ha3Ha4YeHUM aHTMKOarynsHToB, B
CBA3NM C  apTepuanbHbIMK UK
BEHO3HbIMW TpoM603aMu  (MHPAPKT
MUOKapaa, Tpom603 ry60KnX BeH,
TPOM603M6O/INSA NErovYHON apTepuu
W Op.). a TaKXe Mpu BbISBAEHUN
BPOXAEHHON MM NpUoGpeTeHHON

(umppos neyveHmn)

AnchHnBPUHOreHeMUN.
Ha6op peareHToB ans onpegeneHnss P3H 2020/12640 ot MepguumHckoe nsgenvie
KOHUeHTpaumm dubpuHoreHa ana 23.11.2020 roga «TS-®NOPUHOreH» MpefHa3HauYeHo
NVHERKN KoarynomeTpoB AN8 KONMYECTBEHHOIO onpegeneHuns
«Technology Solution» (hmbpnHoreHa B nnasme Kposu 6e3
(TS-®unbprHOreH) rno TY npefBapuUTENbLHOrO pasBefeHns uc-
21.20.23-085-42349142-2020 cnegyemMoi nnasmbl  Ha  NUHeRnKe

nosyaBTOMaTUYeCKNX "
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AsToMaTHueckuii koaryiomerp « Technology Solution 190». Pyxosoactso no sxcn.lyarauni

aBTOMaTHYECKUX  KOAary1oMeTpoB
«Technology Solution».
Onpenenenue KOHLEHTPALIHK
¢ubpnHoreHa  NpoBOAHTCA  MpH
KPOBOTEUEHHAX pazHyHON
3THOJIOrMKU (NpH BepeMeHHOCTH U B
poaax, Ha ¢oHe

¢ubpuHonUTHUECKOH Tepanuu W
ap.), npu BOCNAIHUTE/IbHbIX,
ayTOMMMYHHBIX,
HH(EKUHOHHO-CENTHYECKHX
3ab0neBaHmMAX (nucnonedpuT,
NHEBMOHHSA, NEPUTOHUTBI, CETCHUC,
CHCTEMHAsA KpacHas BOJYaHKa ¢

Ap.).
Habop kanubpartopos ana [ P3H  2020/1269101 | Meanuusuckoe Haenue
onpeneneHus koHueHTpauuu | 30 Hoabps 2020 rona | «TS-PubpuHoreH-karnbpatop»
¢mnbpunorena ans NHHEHKH MpeAHa3HAYeHO AN MOJYHYEHHS
KOarynoMeTpoB «Technology KaIHOPOBOUHBIX 3HAYEHUI BPEMEHH
Solution» CBEPTLIBAHWA NPH  ONpeAEneHUu

(TS-®ubpunoreH-kanubparop) no
TY 21.20.23-086-42349142-2020

KOHUeHTpauuu  ¢ubpuHorena 8
nnasmMe KpoOBM MOAHGHUMPOBAHHBIM
METO0M Knaycca oe3
Mnpe1BapUTeNLHOTO pa3seiciins
HCCNEAYEMOM MIa3Mbl HA JHHENKe
M0ayaBTOMaTHYECKHX "
aBTOMAaTHYECKMX  KOaryJloMeTpoB
«Technology Solution».
MeauumHckoe u3aenue

«TS-Pubpunoren-kanubparop»
NpeRHa3Ha4YeHo TONbKO AAs Habopa
«TS-Pubpunoren».

HaGop pearentoB ans onpeaeneHus
aHTUTPOMOMHA  Ana  NHHEeHKH
KOaryioMeTpoB «Technology
Solution» (TS-ArTUTpOMOMH) nO
TV 21.20.23-087-42349142-2020

P3H 2020/12686 ot
30 Hos6psa 2020 rona

MeanuuHckoe

«TS-AHTUTPOMOUH»
NpeJHa3HayeHo U1  OnpeiencHus
aKTMBHOCTH (B MpoueHTax oT
HOpPMbI) ¢u3nonoruuecKoro
aHTHKOAryasHTa — aHTHTpoMOMHa
(AT) Ha nuHeike KoarylioMeTpoB
«Technology Solution». Onpeaene-
Hue AT npoBOAAT ANA AHArHOCTHKH
BPOXKIAEHHOrO W NpHOBpeTeHHOro
AedUUMTA 3TOTO AHTHKOAryasHTa
(ABC-cHHApOM, pa3iMuHble BHbI
LIOKa, CENCHC, aKyulepckas

H3aeIne
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ABTOomaTuueckuit totarynometp «Technology Solution 190». PykoBoACTBO NO akcnayartauum

Hab6op peareHToB ans  P3H 2020/12270 ot
KO/INYEeCTBEHHOI 0 onpegeneHuns 14 okta6ps 2020 roga
D-gumvepa BnjasmMe KposBu  Ans

NAHENKN Koary/sioMeTpoB
«Technology Solution»
(TS-D-gunmep) no TY

21.20.23-088-42349142-2020

Habop KOHTponbHbIX nnasm ans  P3H 2020/12571 ot
KOMIMYECTBEHHOT O onpegeneHns 17 Hos6pa 2020 roga
D-gumepa B nnasMe Kposu A/1s

NNHENKN Koary/ioMeTpoB

«Technology Solution»

(TS-D-gumep KoHTponb) no TY
21.20.23-089-42349142-2020

Ha6op KanmbpoBouHbIX nnasm gns P3H 2020/12354 ot

NHERKN Koarynometpos 28 okta6ps 2020 ropa
«Technology Solution»
(TS-kanubparop) no TY

21.20.23-090-42349142-2020
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naTonorus, Tskenas TpaBma u gp.),
a TakkKe TMpU  AIUTENbHOM WK

BbICOKOJ03HOM NnpUMeHeHUn
renapuHosB.

MeganymHckoe nsgenune
«TS-D-gnmep» npegHasHayeHo Ans
KO/INYECTBEHHOI 0O onpegeneHus

D-gumepa B nnasMe  KPOBM
yesnoBeka
NMMYHOTYPOMAUMETPUYECKUM
MeTOZOM  NpU  AJINHE  BOJIHbI
570-800 HM Ha NNHeiKe
KOarynomMeTpoB «Technology
Solution». D-gumep - oauH U3
BaXXHEMLINX MapKepoB aKTuBauuu
CBEPTbIBaHMUA KpoBu n
(hmbprHONN3a, MOCKO/IbKY ~ OH
(hOpMMpPYeTCA B KPOBOTOKE B pe-
3ynbTare obpa3oBaHuA n
nocreayroLwero imsmca naasmMmuHoOM
CTabuUNn3npoBaHHOIo hnbpuHa.
BbicokuiA ypoBeHb D-avnmepa 6yaeTt
perncTpupoBaTbcs Yy 6O0/bHLIX C
Tpombo3amu,  TPOMBOIM6BOIUAMMU.

ABC-cnHgpomom pas3INyHoro
reHesa.

MegmnumHckoe nsgenve
«TS-D-gumep KOHTPO/b»

npegHasHayeHo A1 MPOBeAeHUs
BHYTpMNabopaTopHOro KOHTpons
KayecTBa (Quality Control)
MeguuMHCKOro  m3genus  «Habop
peareHTOB A/  KO/MYECTBEHHOIO
onpegeneHus D-gumepa B nna3ve
KPOBWU 151 IMHERKN Koary/nomMeTpoB

«Technology Solution»
(TS-D-gnmep)» Ha NUHenke
KoarynomMeTpoB «Technology
Solution».

MeauunHckoe nsgenve
«TS-Kanmbpatop» NPUMEHAT 4NA
nonyyeHus KanmbpoBOYHbIX
3HaYeHui n MOCTPOeHUS

KannbpOBOYHbLIX  KPMBbIX AN
MCCNefoBaHUA CUCTEMbI TemocTasa



AptoMarnuecknit koaryiometp « Technology Solution 190». PykoBoacTeo 110 IKCILIyaTalwi .

Ha MHEHKE NOJNyaBTOMaTHYECKHX H
aBTOMAaTHYECKHX  KOaryJoMeTpoB
«Technology Solution».
HUcnonb3oBanne  kanubposouHOM
nnasMel  oceoboxaaer B Oonb-
IWHHCTBE cily4aes oT
HEOOXOAUMOCTH MONYHEHHA OT 310-
POBBLIX NIOAEH CBEXEH HOpMabHOM
naa3mbl KPOBH.

Kanubposounas nnasma
«TS-kannbparop» arrecToBaHa aas
NOCTPOEHUA KanubpoBOUYHBLIX
KPHBBIX ] NoNYy4eHHs
KanMOPOBOUYHLIX  3HAYEHHWH  NpH
onpeaeneHuu CNENYIOWMX
nokasarteJ/ici:

- AIITB/AYTB;

- NpoTpoMOMHOBOE BpeMs;

- npoTpoMOUHOBLIM MokazaTens Mo
KBuky;

- TPOMOHHOBOE BpEMA;

- RHTUTPOMOUH;

- NJa3MHHOTEH;

- nporeun C;

- YpoBeHb aHTHreHa ¢axropa
Bunne6panna (vWF:Ag);

- YPOBeHb aHTHUreHa nporteHHa S
(cBoBoaHOrO).

HaGop KOHTpOMbHBLIX niasM Ans

NHUHEHKH KOaryaoMeTpoB
«Technology Solution»
(TS-koHTpOND) no TY

21.20.23-091-42349142-2020

P3H 2020/12097 or
30 centabps 2020
roaa

MeanuuHckoe u3aenue
«TS-KOHTpONL» NpeaHa3HaueHo Ans
npoBeJeHHUs BHyTpuaabopaTopHoro
KOHTpONA KayecTBa (Quality

Control) npH HCCNeA0BaHHH
CHCTEMbl TeMOCTa3a Ha JMHeiike
noNyaBTOMAaTHYECKHUX ]

aBTOMaTHYECKUX  KOaryJioMeTpoB
«Technology Solution».

Habop arrecToBaH B HOpMaIbHOM H
NaTONOrHYECKOM [HManasoHax no
ClleyIOLMM MOKa3aTeNsM:

- ATITB/AYTB;

- NPOTPOMOHHOBOE BpeMs;

- MEKAYHapoHOe
HOPMaNM30BaHHOE OTHOlLIEHHE
(MHO),

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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ABTOomaTuueckuit koarynomeTtp «Technology Solution 190». PyloTBOACTBO NO 3Kcnayartauumn

HaGop peareHTOB s OnpeaeneHus

akTMBHocTM  haktopa VI Aans
NHERKN KOarynomeTpos
«Technology Solution» (TS-®akTop
VIII) rno TY

21.20.23-092-42349142-2020

Habop peareHToB Ana onpefeneHus

aKTMBHOCTM  (pakTopa IX pgnd
NNHENKN KoarynoMeTpoB
«Technology Solution» (TS-®aktop
IX) rno TY

21.20.23-093-42349142-2020

Habop peareHTOB A4/ onpeAeneHus
naasmMuHoreHa ans NNHEKN

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

P3H 2020/13132 ot

12 anBaps 2021 roga

P3H 2021/13310 ot

28 aHBaps 2021 ropa

P3H 2021/13401 ot

08

theBpans

29

2021

- NPOTPOMOMHOBLIA MOKasaTeNb Mo
KBuKy;
- TPOMOGUHOBOE Bpems;
(hnbpuHoreH
(MoanhmuMpoBaHHbIM MeTO0M
Knaycca);
- @aHTUTPOMOWH;
- N1Ia3MVHOTEH;
- npoteunH C:
- (hakTop VIII;
- hakTop IX;

YPOBEHb  aHTUreHa
BunnebpaHga (VWF:AQ);
- YPOBEHb aHTWreHa npoTemHa S
(cBobogHOrO).

(bakTOpa

MeauunHckoe nsgenve
«TS-®aktop VIlI» npegHazHayeHo
ana  onpefeneHns  akTUBHOCTU

(hakTopa VIII B nnasme KpoBu Ha
NNHEVKe MoMyaBTOMaTUYeCKuUX U
aBTOMaTUYECKUX KOoary/iomeTpos
«Technology Solution». Onpegene-
Hve dakTtopa VIII wncnonb3yetcs
4ns  OUarHocTuky remouamm A,
ANA KOHTPONS  3aMecTUTE/IbHOM
Tepanun 060MbHbIX remodunnen A
KOHUeHTpaTamu akTtopa VIII. a
TakkKe [ANA [AMarHOCTUKM TPOM60O-
hunun. 06yCNOBNEHHON
MOBbILWEHHbIM  YPOBHEM  (paKTopa
VIII.

MeauunHcKoe
«TS-®akTtop IX» npegHasHayeHO
ONA ONpefenieHns  akTMBHOCTU
thakTopa IX B nnasme KpoBM Ha
NINHeKe NOoNyaBTOMATUYECKUX W
aBTOMAaTMYECKNX KOarynomMeTpoB
«Technology Solution». Onpegene-
HuWe (hakTopa IX wucnonbsyetcs Ans
ANarHocTukn remotunun B, Aang
KOHTPONA 3aMeCTUTE/IbHON Tepanum

nspenne

60MbHbIX  remounmeli B KOH-
LeHTpaTtamun akTtopa IX.
MepauumHckoe nspenve

«TS-TnasMUHOreH» npefHasHauYeHo

7f



Asromarnuecknii koaryaometp « Technology Solution 190». Pykosoacteo no jkcnutyarauu

KOaryJioMeTpoB «Technology
Solution» (TS-Ilna3munored) no
TY 21.20.23-095-42349142-2020

roaa

ANs OMpEeAeNeHH AaKTHBHOCTH (B
NPOUEHTAX OT HOPMbI) OCHOBHOIO
KOMNOHEHTa  (PUOPHHONHTHYECKOH
CHCTEMBI — [UIa3MMHOTEHAa Ha
nuHeiike KOaryJioMeTpoOB
«Technology Solution». Onpeaene-
HUE MNa3MMHOTEHa  HMCMNOAb3YIOT
npu auarvoctuke JIBC-cunapoma v
TpoMOOdUAMiA, KOHTpone neuenus

npenaparami, aKTHBHPYIOWHMH
¢ubpuHonus.
Habop pearenroB ans onpeaenexuns | P3H 2021/13611 ot | Meanuunckoe u3nenue

nporeuHa C NUHEHKH
KOaryloMeTpoB «Technology
Solution» (TS-Tporeun C) no TY
21.20.23-096-42349142-2020

Ana

02 mapra 2021 roaa

«TS-Ilpotenn C» npeaHaszHayeHo
AN OnpeAeneHUs aKTMBHOCTH (B
npoueHTax ot Hopmbl) npotenHa C
B MNna3Me KpPOBHM Ha JMHelKe
KOarynioMeTpos «Technology
Solution». Ilporens C - oauH u3
nanbonee BAXHBIX
dun3nonoruyeckux

AHTHKOArYJIAHTOB,

CHHTE3UPYIOWMICA B NEYeHH npu
yqactuu BuTamuHa K. B akTusHO#

¢opme OH paspyLuaet
KOaryisuMOHHblE dakTopbl
ceéprbiBaHna  Villa wu  Va.
HacneactBeHHsl# aepuumnt

npotenHa C npuBoaUT K TpoMbo3aM
H TpoM60IMOOUAM. Yy
HOBOPOXKAEHHLIX ¢  aeuumToM
nporenHa C BO3MOXHO pa3BHUTHE
¢yIbMHHAHTHOH Nypnypbl.

HaGop pearenToB ans onpeaeneHus
BO/IYAHOYHOTO AHTHKOArylsHTa ANs

NUHEHKH KOaryjoMeTpoB
«Technology Solution»
(TS-Jlronyc) no TY

21.20.23-094-42349142-2020

P3H 2021/14378 or
20 mas 2021 rona

Menuuunckoe usaenune
«TS-Jlionyc» npeanazHaueHo ans
onpeaeneHns
aHTukoarynsuta (BA) Ha nuHeiike
MOJyaBTOMaTHYECKHX "
aBTOMaTHYECKHX  KOaryJOMeTpoB
«Technology Solution» B
CTabMAN3UPOBAHHOM uMTpaTom
HaTpus nnasMe Kposu. B nnaime
kposu  BA  cBasmBaoTen ¢
OTpULATENBHO 338pAKEHHbIMU
dochonunuaamu "
BenkoBo-pochonunuaHbiMu  KomiI-

BOJIHAHOYHOT'O

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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ABTOMaTMyecknin koarynomeTp «Technology Solution 190». PyKoBOACTBO N0 3Kcnayartauuu

Hab6op peareHTOB A1 OnNpeaeneHus
aHTM-Xa  aKTMBHOCTM  MPSAMbIX
aHTMKOAryNsHToB 418 JIMHENKK
KoarynomeTpoB «Technology
Solution» (TS-AHTM-Xa) no TY
21.20.23-102-42349142-202!

Habop KanmMbpoBOYHbLIX MasMm Ans
NMHENKN

«Technology Solution»

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

P3H 2021/15119 ot
18 aBrycrta 2021 roga

P3H 2021/15136 ot

koarynomeTpoB 20 aBrycta 2021 ropga

31

NieKCaMin ¥ TOPMO3AT aKTuBauuko n

B3aMMOfeiCcTBMe  MexXxay  coboit
M1asMeHHbIX (hakTOpOB
CBepTbiBaHMS  KpoBW.  Hambonee

YETKO 3TW HapyLUEHWs BbISBNAOTCA
B (hocthonmnumi-3aBUCUMbIX KoOary-
NAUMOHHBIX TecTax. Hannume B
nnasme BA CONpoBOXAaeTca
peunamsupyowmmMmn  Tpombo3amu
BEH W apTepuid, HapyLleHnaMK
MO3roBOro KpoBoobGpaLLleHus
(ronoBHble 60nm, 06MOpOKMU,
ANHaMnyeckue paccTpoicTBa
MO3roBOro KpoBoOGpaLLeHus,
napesbl, 3MNUCUHAPOM, HapyLLEHUA
3peHus 1 ap.), (eToH/aLeHTapHOA
HeAOCTaTOYHOCTbIO,  MPUBbIYHLIM
HeBbIHALLIMBAHNEM  GepeMeHHOCTU
(BbIKMABILLN. BHYTpU>TpOo6Has
rnéenb nnoga),
TPOMOOUUTONEHNENA, pexe - Kpo-
BOTOUYMBOCTbIO MUKPOLMPKY-
NATOPHOrO TWna, nNonunanieprue,
ApYyrumu UMMYHHbIMU
HapyLeHNAMMN, HaKMOHHOCTbIO K
passutuio ABC-cuHgpoma.

MeamnunHcKoe nsgenve
«TS-AHTK-Xa» npefHa3Ha4YeHO A4
KONIMYEeCTBEHHOTIO ornpegeneHuns
aHTM-Xa  aKTMBHOCTM NPAMbIX
aHTWMKOAryngHToOB B Mnasme KpOBM
XPOMOT€EHHbIM METOLOM Ha NINHENKe

KoarynomMeTpoB «Technology
Solution»  npwu KOHTpOne  3a
NpOBOANMOLA Tepa[imei
aHTUKOoarynsHTamn, TakMMKM  Kak
He(hpaKLMOHNPOBaHHbIN 7
HU3KOMONEKYIAPHbIE renapuHsl,

npAmMbI€ Opa/ibHbIE aHTUKOATrYNAHTbI

(MOAK) (puBapokcabaH.
anukcaban,  (oHAanapuHykc u
APYTNX).

MeanunHckoe nspenve
«TS-IenapuH-Kanubparop»
npeAHasHayeHo  Ans  MOJyYeHus



AstomatHueckuit koarynometp « Technology Solution 190». PykoBoacTso no skcnayarainu

(TS-T'enapun-kanubparop) no TY
21.20.23-103-42349142-2021

KanuOpOBOYHBIX  3HAYEHWH  NpH
onpeneneHun aHTH-Xa aKTHBHOCTH
(PAMBIX aHTHKOAry1aHTOB
(HedpakUHOHHPOBAHHBDIH H
HU3KOMOJIEKY/IADHbIE TenapuHbi) B
niasMe  KpOBH  XPOMOIEHHLIM
METOAOM Ha JHHERKe
KOaryJaoMeTposB «Technology
Solution». MeauuuHckoe wuszaenue
«TS-I'enapun-kanubpatop»
npeaHa3HayeHo TolbKO A1 Habopa
«TS-AxTn-Xan.

HabGop KOHTpOAbLHBIX nNnasM Aans
NHHEHKH KOarynoMeTpos
«Technology Solution»
(TS-I'enapuH-koHTpons) no TVY
21.20.23-105-42349142-2021

P3H 2021/15104 ot
16 asrycra 2021 roaa

Meanuunckoe

«TS-I'enapuH-KOHTpONILY
NpeAHa3HaYeHO Ans MpOBeEICHHUS
BHYTpUNabopaTOPHOFO  KOHTpPONs
KayecTBa (Quality Control)
meaMuuHckoro wu3aenns  «Habop
peareHToB AN OmpeieneHus
aHTH-Xa  aKTHBHOCTH  NPAMBIX
AHTHKOAlyJAHTOB  ANA  JIMHEHKH
KOaryJomeTpos «Technology
Solution»  (TS-AHTH-Xa)» npu
onpeaeneHUn aHTH-Xa aKTHBHOCTH

H31€THUe

MPAMBIX aHTHKOAryJIAHTOB
(HedpaKUHMOHHPOBaHHbIA  renapuH
(H®I') wu  Hu3KkOMOsEKyAspHbIe

renapvibl (HMI)) B nnazme kposu
XPOMOTEHHBIM METOAO0M Ha NIHHeHKe

KOaryJoMeTpoB «Technology
Solution».
HabGop kanubGpoBounnix nnasm ans | P3H 2021/15411 ot [ MeanuuHckoe u3nenue
JAHHEHKH xoaryaometpos | 23 centabps 2021 [ «TS-ITTOAK-kanubparop»
«Technology Solution» | roaa NpeAHa3HaYeHO A8 MOAYYCHHS
(TS-TIOAK-kanubpatop) no TY KanuOpPOBOYHBIX  3HAYEHWH  npu

21.20.23-104-42349142-2021

ONpeaEJICHHH aHTH-Xa aKTHBHOCTH

NpAMBIX OpaJibHbIX
AHTUKOAryJIAHTOB (IMOAK)
(anukcabaH, puBapokcabaH,
¢oHAanNapUHYKC W ApPYrHX) B
nnasMe KPOBH  XPOMOT€HHbLIM
METOAOM Ha JNUHelKe
KOaryjiomeTpos «Technology
Solution». Meauumnnckoe uzaenune

«TS-TTOAK-kanubparop»

& 000 LMPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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ABTOomMaTmnyeckunit nsarynometp «Technology Solution 190». PykoBoACTBO NO aKcnayaTtauuu

Habop KOHTPONbHbLIX Nasm A/is
NNHENKN KOoarysioMeTpos
«Technology Solution»
(TS-MOAK-KOHTpO/b) no TY
21.20.23-106-42349142-2021

Habop peareHTOB 415 onpejeseHns
aHTUreHa (aktopa BwunnebpaHga
AN NMHEKM  aBTOMAaTUYECKMX
KoarynomeTpos «Technology
Solution» (TS-BunnebpaHg Ag) no
TY 21.20.23-107-42349142-2021

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

P3H 2021/15147 ot
20 asrycra 2021 roga

P3H 2021/15490 ot
04 okTta6ps 2021 ropa

33

npeAHa3HauYeHo TOMbKO AN Habopa
«TS-AHTU-Xa».

MeauunHckoe n3genve
«TS-NTOAK-KOHTPONb»
npefHasHa4YeHO [A1d NpoBefeHus
BHYTPU/1abopaTOPHOro  KOHTPONA
KavecTBa (Quality Control)
MeAULUHCKOrO u3genuss  «Habop
peareHToB ans onpegeneHns
aHTU-Xa  aKTUMBHOCTM NPSAMbIX
aHTUKOArynaHToB  ANs  JIMHENKHU
KoarysoMeTpoB «Technology
Solution»  (TS-AHTM-Xa)»  npu
onpegeneHn aHTn-Xa akTUBHOCTU
MPAMbIX OpanbHbIX
aHTUKOarynsaHToB (MCAK)
(anukcabaH, puBapokcabaH,
(hoHpanapuHykc ¥ Apyrux) B
nnasme KpoBu XPOMOTEHHbIM
MeToLOM Ha NNHeKe
KoarysoMeTpoB «Technology
Solution».

MeanunHckoe nsgenue
«TS-Bunnebpang Ag»
npesHasHayeHo ans
KOIMYECTBEHHOI 0 onpegeneHns

aHTureHa (aktopa BwunnebpaHpga
(VWF:Ag) B nnasme Kposu. dakTop
BunnebpaHga (VWF) - KpynHbili
MY/IbTUMEPHbIT T/IMKOMPOTEWH,
OCHOBHbIMWU (DYHKLMSMU  KOTOPOr0
ABNAOTCA  yyacTue B  ajresuu
TpOMGOLUTOB nyTem ero
CBA3bIBAHMA C rNMKonpoTenHom I1b
a TaKxXe 3almnta aHTUreMogubHOro

rnobynunHa oT npoTeosin3a.
OnpegeneHne VWF:Ag dBnsetca
0L HUM "3 Havnbosnee
BOCTPe60BaHHbIX MEeTOZ0B
LMarHoCcTuKu remMopparnyeckoro
3ab0neBaHns, B OCHOBE KOTOPOro
nmeetcs aepunumnt nnn
(PYHKUMOHabHasA

HernosHoueHHocTb VWF  (60ne3Hb
BunnebpaHga, CUHAPOM

73



Astomarndeckuii koaryrometp «Technology Solution 190». PyxosoiacTtao 1o IKkenny arauns

Bunnebpanna). Kpome Ttoro. sror

MeTO uenecoobpasHo
MCMONB30BaTb  JUIA  KOHTpONA
3¢hpeKTHBHOCTH neyeHus
yKa3aHHO# naToJioruu
KOHUEHTpaTaMH ¢dakTopa
Bunnedpanaa.

Habop peareHToB ans | P3H 2022/16545 ot | Meanuunckoe H3aenue

KONHYECTBEHHOIO onpeaenenna | 15 despans 2022 | «TS-Pubpun-moHOMEpP»

oM Ha KoaryioMeTtpax | rona NpeaHa3HaYEeHO ans

«Technology Solution» KONTHYECTBEHHOTO onpeaeacHUs

(TS-®Pubpun-moromep) no TVY ¢mbpuH-MoHOMEpOB (OM).

21.20.23-113-42349142-2021 HaXoAAUWMXCA B Mja3Me  KpPOBH
yenoseka nubo B cBOGOAHOM
¢opme, anbo B cocTaBe

pacTBOPUMBIX

¢GHOPHH-MOHOMEPHBIX KOMIJIEKCOB
(POMK) METOAOM
HMMYHOTYpOHAHMETPHH Ha
Koaryjaomerpax «Technology
Solution». Onpeaenenne ®M umeer
3Ha4YeHHue npu PasIM4HbIX
BapHaHTax BHYTPHCOCYIHCTOrO
CBEPTHLIBAHUA  KpOBH  (TpomObO3bl
MarucTpanbHbix cocyaos, TIJIA,
JABC-cunapoM), B TOM uucie 1pu
NPUMEHEHWH AHTHKOAryJISHTOB.

HabGop KOHTpoONbHBIX nnasM ans

KOJIMYECTBEHHONO onpeaeneHus
oM Ha KOaryioMerpax
«Technology Solution»
(TS-DubpuH-MOHOMEP  KOHTPOJIb)
no TY

21.20.23-115-42349142-2021

P3H 2022/19288 ot
30 nexabpsa 2022 ropa

Meanumsckoe u3aesne
«TS-OUO6pHUH-MOHOMEP  KOHTPOJIbY

NpeHa3HA4YeHO I  NPOBEAEHHA
BHYTPHAabOpaTOPHOro  KOHTpOAS
KayecrTsa (Quality Control)
MeauuMHcKkoro u3aenus «HaGop
peareHToB i  KO/NMYECTBEHHOIO
onpeaeneHus oM Ha
KOaryaoMeTpax «Technology

Solution» (TS-®ubpuH-MoHOMEp)».
Meanumuckoe Hiaenmne
«TS-OuO6pHH-MOHOMEP  KOHTPOJILY
npeaHa3HayeHo TONbKO Ans Habopa
«TS-Dubpuu-moHomep».

Habop kanuOpoBouHLIX nnasm ans

P3H 2022/19253 ot

MeavuuHckoe Hiaenue

KOJIMYECTBEHHOTO onpenenenus | 27 nekabps 2022 rona | « TS-Pubpun-monomep
oM Ha KoaryaomeTpax kanuOpaTop» npeaHa3HaueHno aas
«Technology Solution» noJy4yeHus KanuOpOBOUHLIX

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

34




ABTOomMaTuueckuit koarynomeTtp «Technology Solution 190». Pyw”~BOoACTBO N0 aKcnayaTtauuu

(TS-DPU6PMH-MOHOMEP

Kanmoéparop) no TY
21.20.23-117-42349142-2021

Ha6op peareHToB ans
KONMYECTBEHHOTO  OMnpefeseHuns
nae Ha KoarysniomeTpax
«Technology Solution» (TS-MA®d)
no TY

21.20.23-114-42349142-2021

Habop Ka/fmbpoBOYHbLIX MNasm A

KO/IMYECTBEHHOI O onpegeneHuns
nae Ha KoarysniomeTpax
«Technology Solution» (TS-MNA®
Kanuépartop) no TY

21.20.23-118-42349142-2021

HaGop KOHTPO/bHbIX NnasM [Ans

KOMIMYECTBEHHOIO onpeaeneHuns
nae Ha Koarynometpax
«Technology Solution» (TS-MNA®
KOHTPO/b) no ry

21.20.23-116-42349142-2021

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

P3H 2022/19267 ot
28 nekabps 2022 roga

P3H 2022/19284 ot
30 pekabpsa 2022 roga

P3H 2022/19286 ot
30 aekabps 2022 roga
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3Ha4YeHUNW nNpU  KONNYECTBEHHOM
onpegeneHnn  QPUOGPUH-MOHOMepa
(PM) Habopom
«TS-DUOPUH-MOHOMEP» Ha
KoarynomeTrpax «Technology
Solution.

MepguunHckoe usgenve «TS-MAP»
npefHasHayeHo ans
KOMIMYECTBEHHOTO onpefeneHus
NpoAYyKTOB ferpagauuu

thnbpnHoreHa n mnbpuHa (MNAP) B
nnasMe KpoBM YesloBEKA METOAO0M
UMMYHOTYpPOMANUMETPUN Ha
KoaryfiomeTpax «Technology
Solution». nao ABNAKOTCA
MapKepoM akTuBauuu CBEPTbIBaHUSA
KpoBM U (hMBPUHOMM3A, MOCKOMNbKY
OHU (POPMUPYIOTCA B KPOBOTOKE B

pesynbtate  au3uca  naasMUHOM
hnbpmHoreHa n guoéprHa. Bbicokuii
YPOBEHb noe oynet
PErncTpupoBaThCs Yy OONbHLIX C
Tpomb6o3amun,  TPOMBOIM6OIUAMMU,
OBC-cuHgpomom pasINYyHoro
reHesa.

MeguumHckoe wusgenne «TS-MAP
Kanubpatop» npeAHasHayeHo Ans
nosyyeHns KanMopoBOYHbIX
3HAYEHU MpU  KONYECTBEHHOM
onpefeneHnm NMpoAYyKTOB
Jerpagauunn (hnbpuHoreHa "
(hmbprHa (noe) Habopom
«TS-MAOA®» Ha  Koarynomerpax

«Technology Solution.
MeguumHckoe wu3genve «TS-MA®

KOHTPO/Mb»  NpefHa3HayeHo  AfiF
npoBefeHNs BHYTpUiIabopaTopHOro
KOHTpONA KayecTBa (Quality
Control) MefgMUUHCKOrO  un3genus
«Habop peareHTOB ans
KO/INYECTBEHHOI0 onpegeneHuns
nae Ha KoarynomeTpax

«Technology Solution» (TS-MNAD)».
MegunumHckoe wusfenne «TS-MAP
KOHTPO/Ib» MpefHa3HayeHo TO/IbKO

v



Antomarnueckuii soaryiomerp « Technology Solution 190». Pykoso;1cTB0 110 IKCIL1yaTalKH

ans Habopa «TS-T1JD».

Kiosera oaHOpa3osas ans JIMHEHKH

KOaryJoMeTpoB «Technology
Solution», B BapHaHTax
MCMONHEHHA!

- KioBeta oaHopazoBas  aas
KOarynomeTpoB «Technology

Solution 60», «Technology Solution
190», «Technology Solution 400»:

K2 (700 wmkn) - 1000 wr. B
yNakoBKe.

- Kioseta oaHopazoBas  ans
KOaryJoMeTpoB «Technology

Solution 60», «Technology Solution
190», «Technology Solution 400»:
K2 (700 mkn) - 1500 wr 8
yNaKoBKe.

- Kiosera onHopazoBas ans
koarynometpoB «Technology
Solution 60», «Technology Solution
190», «Technology Solution 400»:
K3 (1 mn) - 1000 wT. B ynakoBke.

- KioBeTa oaHopasosas ans
koarynometpoB «Technology
Solution 60», «Technology Solution
190», «Technology Solution 400x»:
K4 (1,5 mn) - 500 wr. B ynakoBke.

- KioBera oaHopasosas  ans
KOaryJioMeTpoB «Technology
Solution 60», «Technology Solution
190», «Technology Solution 400»:
K5 (2 mn) - 400 wr. B ynakoske.

P3H 2020/10843 or
17 wious 2020 rona

«Krosera
JIMHEHKHU

MeauunHckoe wu3nenue
oAHoOpa3oBas Ans

KOaryJoMeTpoB «Technology
Solution»»  npeaHasHaueHo  AnA
paimelteHUs  oOpa3suos  naasMbl
KpPOBH ] peareHTos, UX
nepeMelWMBaHKA W HCCNEN0BAHUS
npo6 nnaa3sMbl KPOBH NO METOAHKAM
KOaryjoMeTpU4ecKkoro aHanmu3a Ha

nuHeiike KOaryn1oMeTpoB
«Technology Solution»:
«Technology Solution 4»,
«Technology Solution 60»,
«Technology Solution 190»,

«Technology Solution 400».

«[1pombiBouHbIfi pacTBOp mo TY
21.20.23-001-34065548-2019»

P3H 2019/9048 ot 04
masn 2021 rona

MeauuunHckoe u3aenue
«[TpoMbiBOYHBIH pactBop»
NPUMEHSETCA B KauecTBE MOMOLLErO
M Ae3MHPUUMpYIOWEro peareHTa
AN8 OYMCTKH NO3MPYIOLIMX CHCTEM

JIMHEHKH KOary/ioMeTpOB
«Technology Solution»
(«Technology Solution 60»,
«Technology Solution 190»,
«Technology  Solution  400»),
koarynometpoB «AK» u «lnsula
500».
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ABTOomaTtuueckunint koarynometp «Technology Solution 190». PykoBoAcTBO No akcnayaTtauuu

Mpy nosBAeHUN HOBbIX HabopoB NuHeikn «Technology Solution» nonb3oBatenn 6yayT
MH(OPMUPOBaHbl aBTOPM30BaHHbIM MpefcTaButenem B PP OOO «JlabopaTopHble peLleHus»
yepes OdmumanbHoe YyBefOMMeHWe, nM60 Ha oduumansHoMm cainte www.labsolution.ru,

Www.nab-peLueHune.pa.

1.8 KoHurypauyus MK
YnpaBneHvwe MpouCXOAUT MOA YMpasfieHWeM nporpammHoro obecrieyeHuns TK.

PekomeHayemas KoHpurypaums MK BbIrSANUT CregyrowmM 06pasom:
Mpoueccop: 1,6 Ty nan Bbiwe; namate: 512 MB uan Beiwe; HDD: 160 I'b wan Boilwe.
PaspelueHune gucnnes: 1366 * 768; OC: Microsoft Windows 7 unmn Bbille. Hannume no KpaiHei

Mepe OfIHOTO CETeBOro MHTepdelica 1 aBa MHTepeiica USB.
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Asronarimeckiil woarynometp «Technology Solution 190». PymosoacTeo o Jkcaiyarausy .

I'nasa 2 IIpuauun paborss

2.1 TIpouecc xoaryasuuy

*,
g1

2 Herounnk caera

Pricynox 2-1.CxemMa CBETOBONO NOTOKA MPOLECCa KOATYARLUKH.

B onTHueckol CHCTeMe METOAA Koarynsauuu Henonbyerca 90 % onTHYECKOro paccesHus
+ % or xoHeyHolH Touku. UcTouHUKOM CBeTa ABNACTCA YNbTpa ApKUH KpacHbIfi CBETOAHOR C
ANMHOK BONHB 660 HM, ¢ PUALTPOM BLICOKONO paspelieHHd. CBeTOBON (GUALTP HanpapaseT
CBETOBOH MOTOK PEAKUNOHHYIO cMech. DOTOANON MPUHUMAET paccesHHbIR CBETOBOH TIOTOK MOA
yriom 90° u npeobpasyer ero B anektpuyeckmii curvan. Ilocae npeobpazoBanus cseTOBOrO
noroxa B uupoBo# curHan KoMnsloTep oOpadATHIBACT AAHHHIC, CTPOHT PEaKUHOHHYIO KPHBYIO
KOAryNsLHH M ONPEACAACT BPEMA KOATYIALMH 110 METOAY NPOLEHTA KOHEHON TOMKH.

HHTeHCHBROCTD
pacceaHua

Pucynok 2-2. [TpoueHTHbIHi METO KOHEYHOM TOYKH.

3a npoueHT OepeTcs BpeMA CBEPTHBAHUA.

B MOMEHT, KOTZa peareHT TOAbKO H00aBACH, YPOBCHB pacceAHHOro ceera Gyner
cocTasaaTs 0 %, xorga ke peakuus CBEPTHIBAHMA 3aBEpPLUIHTCA, OH Oymer cocrasnats 100 %.
QOcHoBLIBaACh HA KPWBOH peakuy, BPeMEHEM CBEPTLIBAHUA MOXKHO CUMTaTb Bpems, Koraa
MHTEHCHBHOCTb PACCEAHHA AOCTHraeT onpeAencHHOro Tectosoro npouelta. Ha pucyuke touxa
Koaryiauuy ycranosnexa Ha 30 % W nonb3oBaTenb MOXET HACTPOHMTHL MPOLEHTHOE 3HAYEHME
TOMKH KOAryNRUMH ANA KAOXKAONO BPEMEHM B 3aBHCHMOCTH OT KOHKPETHOHM cuTyauuun. Yem
MCHBLUIC 3HAYEHHE, TCM KOpoUe GyaeT BpeMa pe3ynsTara.

Tectni, woTopie ocHOBHBaOTCA Ha 3ToM Metoae: PT, APTT, FIB, TT, PCco, PSco,
daxroptr ceeprasanua (11, V, VIL, VIIL IX, X, XL, XID n T &.
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ABTOMaTMUeckunii koarynometp «Technology Solution 190». PykoBoACTBO No 3akcnayagauum

2.2. XpOMOTEHHbI 1 UMMYHOTYP6OUANMETPUYECKNI METOA

405nm 0 ”
575nmA” 8
660nTOr O
8QmlOo " 0
McTtouHmk  nnbTpONTUYECKoe — peakLMOHHas

BOJIOKHO
CMECb

PUCyHOK 2-3. Cxema CBETOBOI0 MOTOKa AN XPOMOTeHHOro U
VMMYHOTYPOUAMMETPUYECKOTO METOAA

OnTunyeckas cuCTeMa XPOMOFE€HHOro MeToja W MeTojga MMMYHOTYpOuaumeTpun
MCNoMb3yeT MeTOL ONTUYECKOro nornoweHns. CBETOBOM MOTOK WCMNOMb3yeT CBETOAMOL W
OMNTUYECKOE BOJ/IOKHO, MPUMEHSS, OfHY W3 4yeTbipex AAuMH BofH 405/575/660/800 Hm. CseT oT
CBETOAMOMA NPOXOAUT CKBO3b (WUNILTP M Yepe3 ONTUYECKOe BOJIOKHO MOAXOAWUT K 06pasLy.
doTOLETEKTOP NPUMHUMAET CBETOBOE MOI/OWEHNE W NpeobpasyeT ero B 3NEKTPUYECKUIA CUTHa.
Mocne aHanoro-UugpoBOro npeobpasoBaHNs KOMMbOTEP 00pabaTbiBaeT AaHHble, PErUCTPUPYET
W3MEHEHNS OMTUYECKON MNNOTHOCTM B MUHYTY W MWCMOMb3YeT CBA3b MEXAY W3MEHEeHNAMU
MOrNOLEHNA WU KOHLUEeHTpauuein (M1 NpOLEHTHON aKTUBHOCTbIO) AN MPOBEPKU KOHLEHTpauuu
(MM NPOLEHTHON aKTMBHOCTKU) MUCCneayemMoro obpasua.

XPOMOreHHbI MeTOf, NpefcTaBnseT co60i MCNONb30BaHWE NPUHLMMNA KONOPUMETPUN ANA
n3mepeHns nornoweHnsa ceeta (405 HM) XXMAKOCTbIO B KioBeTe. KOnmMuecTBO CBeTa, KOTOpOe
pocTturaeT hoToAeTeKTOPa, NPeobpasyeTcs B 3MeKTPUUECKMIA CUTHAS, KOTOPbIA NPONopLUOHaneH
aKTMBHOCTU (pepMeHTa.

TecTbl, KOTOpPble OCHOBbLIBAKOTCA Ha 3TOM MeToge; FX1II. AT3. Pig. PCch. Hep, a2 AP.

MeToL MMMYHOTYPOUAMMETPUN OCHOBAH Ha W3MEPEHMMW TMOT/IOWEHUA W paccenBaHus
MOHOXPOMATUYEeCKOro CBeTa B3BELUEHHbIMU YacTuuamu, obpasyeMbiMU B MpOLECCe peakuuu
aHTUreH-aHTUTeNo. poMCXOAUT WM3MEHEHMe ONTUYECKOM MNAOTHOCTU Cpeabl, LeTeKTMpyemoe
(hoTomeTpuyeckun. Tlocne MHKy6auuMm nnasmbl B TEYEHWE HEKOTOPOro BpemeHu, fobasnsercs
CTabUIN3MPYIOLLNIA peareHT 1 peareHT YyBCTBUTE/bHbLINA K aHTUreHy. 3aTemM peakuMOHHas CMecb
MOMELLLaeTCA B M3MEPUTENbHBIA KaHan ¢ AauMHOW BOAHbLI (575/660/800 HM B 3aBMCMMOCTM OT
napaMeTpoB, 3aAaHHbIX B MPOTOKONe TecTa) M (POTOMETPUYECKN PerucTpupyeTcsa WU3MeHeHue
MOr/IOLLEHNSA CBETa, BbI3BAHHOE peakLMein aHTUreH-aHTUTENO.

TecTbl, KOTOPble OCHOBbIBAOTCA Ha aToM MeTofe: D-dimer, FDP, PSch, vWF Ag, FM.

2.3. Tlpouecc nsmepeHna B NPUCYTCTBUM Pa3fIMUYHbIX UHTeP(epeHTOB

TecTupoBaHve o06pasya B MNPUCYTCTBMM WHTEP(EPEHTOB MNPOU3BOAUTCA MOCPELCTBOM
N3MEePEHNS OMTMUUYECKOro MOrnoweHns obpasua Ha Tpex anamnHax BofiH (405 HM, 660 HM, 800 HMm).
[na pasnuuHbIX MHTEP(EPEHTOB, METOAbI MPUMEHSAIOT ONpefesieHHbIi Habop A/VH BOJH, Kak
npasuno B KaXAOM MeTode Ans paboTtbl  (PyHKuMM HIL nNpuMMEHseTca OCHOBHas M
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ABTOMaTuueckuint koarynometp «Technology Solution 190». PykoBoACTBO N0 3Kcnnyarauum

[OMOMHUTENbHAS  A/MHbI  BOMH. [lepeyeHb BO3MOXHbLIX WMHTEPHEPEHTOB W  COOTBETCTBUE
TpeGyemoii AIMHbI BOJHbI MPEeACTaBeHbI B TaONNLE HUXE.

OnuHa

NHTepdepeHT BOTTHb
Tpurnuuepnabl 660 HM
Tpurnuuepngbl + remorsobuH 800 HMm
Tpurnuuepugbl + remorno6uH + 6unnmpy6uH 405 HM

HacTpoiika yHKuuy HIL BbINoNHAETCA cneymanuctoM ABTOPU30BaHHOMO MpeAcTaBUTENS
B P® OO0 «JlabopaTOpHble peLleHns» BO BPeMs BBOZA B 3KCM/yaTalMio aHam3aTopa.

OnpegeneHne HanMuma B ob6pasue WHTEP(EpPeHTOB, KOTOPble MOryT MOBAUATL Ha
pe3y/bTaT TeCTUPOBaHMS BbINOHAETCA BO BpeMsi MpPobonoAroToBku. B cnyyae, ecnn, onepatop
3ameyaeT, 4YTO 0bpasel, MMeeT WHTep(epeHTbl, OH AO/DKEH BO BpPeMS HasHayeHWs 3afaHus 4N
JaHHOro obpasya YCTaHOBMTb (hnar, TpebyrLWMiA BbIMONHUTL TECTUPOBaHWE C NPUMEHEHWEM
(hyHKumMm HIL.

HasHauyeHMe TecTnpoBaHusa obpasua ¢ npumeHeHnem QyHkunum HIL

Ona npumeHeHns (yHKumm HIL BO BpeMsi TecTMpoBaHMS o6pasua BbIMOMHWUTE LUAru,
YyKa3aHHble B MyHKTe 7.5 HaCTOALEro pPYyKOBOACTBA, 3aTemM YCTaHOBWUTe (hnar B OKOLLKe,
obo3Havalolem akTuBauuio QyHkuum HIL. Ha pucyHke Huxe yCTaHOBKa (nara BblhefieHa

Kpyrom.
Bsog 06pasLa
VHopmauusi 06 obpasue
Moo Oep-LI8 j03-0734M *j M»sP-Li» 21.05.2022 -00:00 .
Tun npobupkn  {TMPO VBaHoB Tun NauneHTa  AnGYNaTopHbI 60bHOM Bpemsa 121-05.2022 - 00 00 ~
Mon MyxunHa « Bospact ~ " [pata 21.05.2022 A - BpemsaOtueta 21 05.2022 -00:00 4*
Otpenenve Ny 1 - NeHcT.60Me3Hn 6223289 Tun onnarbl Jlep. CtpaxoBka .. NaGopant
OTpasutesnb Mamaes * LU Koiiku Manata - [Mposepsitowwmii
NgrH®B »I» | MprMeyaHmst
- MHdhopmauus o Tecte - WHdho.npodpuns
PT 2 APTr,;. | > - RB'. = | .?’Ta.l,-"- D-Dimer 4 Clotting Items
FDP AL ] LA wmmmBT T avi om 5 Clotting ftems
X VAfi | N'Ag Xl XB = PCco Bce
CoxpaHuTb MakeTHbI BBOg MosTOpUTH Hasag

PucyHok 2-4. AkTuBaums yHkuumn HIL
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ABTOMaTmnyeckunii totarynometp «Technology Solution 190». PykoBoAcTBO No akcnayaTtauuu

TnaBa 3 ¥cTaHOBKa

3.1. Pacnakoska annapara

3.1.1. STanbl pacnakoBKK

Pacnakyinte npubop n ypanuTe maTepuan Ans TpaHCNOPTUPOBKW. CoxpaHsliTe Bce
yrnakoBOYHble MaTepuanbl W MaTepuanbl A9 TPaHCMNOPTUPOBKW B Cllyyae BO3MOXHOM
nepeBo3Ky npuobopa.

1 Kopobka ¢ Nnprbopom LO/MKHA CTOATb MPAMO, & CTPESIKU LO/MKHbI ObITb Hanpas/eHbl
BBEpPX.

2. C noMOWb WHCTPYMEHTOB OTKPONTe O6OKOBble CTEHKM AWMKA, BbIHbTE
NMPUHAANEXHOCTU W NpoBepbTe KOMMIEKTaLMIo COrMacHO YnakoBOYHOMY fmcTy. B cnydae
06Hapy>KeHWs  HefoCTauM,  HEMEeL/IEHHO  CBSXKUTECb C  AUCTPMOLIOTOPOM WM C
npegcrasutensMmm O6LecTBa C OrpaHMYeHHONW OTBETCTBEHHOCTLIO «JlabopaTOpHbIE PeLLeHNs».
MpoBepbTe CoAepPXXMMOe, KOTOPOE JO/MKHO COOTBETCTBOBATL NEepeyHto, ykasaHHomy B n. 1.1.2.

3. CHMMMUTE YNakKOBOYHbIA MOpPosioH. Bo3bmuTe Npnbop M3 ynakoBOYHOro maTepuana
3a CneumanbHble PYYKW B HWDKHEM 4YacTu npubopa no oberM CTOPOHaM MpW MOMOLUM Kak
MVHUMYM 4 YenoBeK.

BHumaHune: TlpuHagne>XHOCTW [ON>XKHbI COOTBETCTBOBATbL CMNUCKY KOMNAeKTauun B
nacnopTe npubopa. Ecnn Kakoin-nm6o KOMNOHEHT OTCYTCTBYeT, NOBPEXKAEH W/N
He COOTBETCTBYeT KOMMMAeKTauuum B nacnopTe npubopa, obpaTuTeCb K
ABTOPUMHLLHHOMY npeacTasuTento B Pd. [MoykanyiicTa, NpaBuibHO XpaHWTe
ynakoBKy AN [AanbHeillein ynakoBKM U TpaHCnopTuposku. Okpy>Kawlias
TpaHCNopTMPOBOYHAA cpega Aans npubopa: TemnepaTypa -20 °C ~ 55
OTHOCUTENbHAsA BNaXXHOCTb o 90 %, 6apomeTpuyeckoe pasneHune 50 klMa ~ 106
KMNa. Bo Bpe.Md TpPaHCNOPTUPOBKM 06paTWUTE BHUMAaHWE HA WKOHKU «Bepx»
«Xpynkuit» «bepedb 0T [OXKAA U Bnarnu», «He KaTuTb» W TpaHCNnopTuUpyiiTe
npubop B COOTBETCTBUN C TPebOBaHUA.HU.¥

3.1.2. YcnoBus nepeBo3Ku

» [lepea TpaHCMOPTMPOBKON npubopa, ybeauTecb, YTO OH 3aKOHCEPBMPOBAH, 30H.
peareHToB ¥ NPO600TOOPHUK HAXOAATCSA B MOAHATOM MOSIOXKEHUN.

e [pu HOpManbHbIX YCNOBMSX AN MEpPeBO3KM Ha HebONbLUMe paccTOsHMS MOryT
MNCNONb30BATHLCA TENIEXKN W ApYrue TPaHCNOPTHbIE CPeACTBa.

e B TeueHun Bceli TpaHCNOPTUPOBKM npubopa ypensiiTe 0coboe BHUMaHUWe
COXPaHHOCTX TepeAHeli MaHenu, 30HA4A peareHToB, MPO6OOTGOPHMKA W COEAMHUTENbHbLIM
aNleMeHTaM XXUAKOCTHON CUCTEMbI Ha 3afHEn naHenu.

* Bo Bpems nepeBO3KN HEOOXOAMMO AepXKaTb MPU60op B BEPTUKASILHOM MOMOXEHWUN, He
HaK/OHATb.

e [lo BO3MOXHOCTM Wu36eratb BuOpauuii. [lepes nocnegyowen 3kcnayarayuei
npubopa pekoMeHAyeTCA NpoBepKa U KannbpoBKa.
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AsTomaTwueckui koaryrometp «Technology Solution 190s. PykonoacTeo o acmyarausy . '

Buumanue: Coxpansiime ynaxosounslit AWUK OA% mMpancnopmuposku Hua Oonsuiue
paccmoanun. He oOonycxaemes nepemewmienue npubopa Oe3 npedsapumenciio2o
COZNACOCANNUR CEPOUCHOU cayxchn Aemopusosannozo npedcmasumensn ¢ P® 000
«/TaGopamopnwe peienuny.

3.2. YcnoBHA YCTAHOBKYH H IKCILTYATAUHA

Astomatnyeckuit xoarynometp «Technology Solution 190» nomkeH ycTaHaBAHBaTBCS
KeaAnpuUHpPOBAHHLIMH cneumanucTami. Korza Heo0XoOMMO CMEHHTH MECTO YCTAHOBKH
npubopa, TaKke CBAKUTECH C KBANUPHUMPOBEHHLIMHU CNELMATHCTAMH.

HeobxonMmo OTMETHTB, YTO €CAH BO3HHKIH HEHMCTPABHOCTH, KAK Ppe3yibTar
nepeMellleHHa CUCTeMbl §e3 NpeaBapuTEeNnbHONO COIMAacoBAHHA ¢  cepBUCHOH cnyxCoik
ABTOPH30BAHHOIO RAPE/ACTABMTENS, MPOBEACHHOH NONL3OBATENEM, 3TO BEAET K NoTepe BCeX
rapaHTHHHBIX 06A3aTeNLCTB, JaXKe, ECNH HE HCTEK CPOK MapaHTHH.

Jlns Toro uToGn! yoeauTsca B8 NpaBHALHOCTH paboTsl Npubopa, HEOBXOAUMO NMOMECTHUTD
€ro Ha pabouyio MOBEPXHOCTD, OTBEYAIOMIYIO CICAYIOWUM TpeGOBaHHAM:

* Bpaanu oT NpAMBIX COAHEUHBIX NTyHei;

¢ B ue sansinenHoM MecTe;

¢ OTCYTCTBHE CHNIBHONO 3CKTPOMATHHTHOIO U3NY4YEHHA;

e He Hcnons3yiite xaHHBIA NPpUOOP NPHU HU3KOH OTHOCHTENbHOH BNAXHOCTH BO3AYXA,
OCOGEHHO NPH HANMHYHH BOAW3H HENO CHHTETHYECKHX MATEPHANOB (CHMHTETHHECKON OAEMABLI,
KOBPOB W T.N.), MOXKET MPHBECTH K OIHOOYHBIM PE3YILTATAM M3-33  BAMAHUA
INCKTPOCTATHYCCKUX Pa3pAOB.

e Cerepas po3eTKAa C 3a3E¢MJICHHEM JOMKHA HAXOAWTBCA B HENOCPEACTBEHHO#M
6ansocTn ot npubopa;

¢ OcraBbTe AOCTATOMHO MecTa Ana paboTbl ¥ obcnyxueanna. Coznasas yCroBus ana
TerioobmeHa pabotatowero npubopa, ocraBete npubnuzuTensHo no 50 cM OT cTeH A0 3aaHeH
nanenu, 6okos, sepxa npuGopa;

o JlomeuseHne J0MKHO XOPOLIIO NPOBETPHBATHCH;

¢ Hsberaiire upesmepHO# BIAXKHOCTH H BLICOKHX TEMINEPRTYD;

» MsGeraiire Bubpatuii u TpACKM.

e [lpuGop nomxen ObIThL yCTaHOBACH Ha poBHO# pabouci nosepxHoCTH, Ge3 HaknOHa K
HEPOBHOCTEMN.

HsrotoBuTent Hecer OTBETCTBEHHOCTb 33 [PEAOCTABNCHME ROTPEOHTENIO HAH
38KA34UKY UHPOPMaHU 06 INEKTPOMATHKTHOR COBMECTHMOCTH 060pYORaHNA.

TMoTpeGurent HeceT OTBETCTBEHHOCTD 32 NOAACPIKAHME NEKTPOMATHMTHON OGCTAHOBKH
ana obopynosanus, obecneunsaloulell COBMECTHMOCT, NpH KOTopoi 0GOPYROBAHME JOMKHO
¢yHKIMOHMPOBATH B COOTRETCTBHM C €M0 HA3HAYEHHEM.

Brumanue:
1) [Hannwiii npubop pabomaem npu memnepamype oxpyxcaromeii cpedsi 15 °C ~30

*C u anancnocmu < 70 %.
2) Hocne ycmanosxu u3bezaiime wuacmozo nepemewienun npubopa. [Jar exo
REPEMEICHUR HCNONRBIYIME YCMOUHBYID MENEHTKY. Y201 HAKTOHA HE QOANCEH npessiiiams

42

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



ABTOMaTnyeckuit koarynometp «Technology Solution 190». PykoBoACTBO MO 3KCnayaTtaumu

15°.
3) YcTaHOBKA W MepeMelieHMe  BbIMONHAETCA  KBaIM(ULMPOBAHHLIMY
cneymanucTamu.

3.3. TpeboBaHMA K UCTOUYHMKY NUTAHUS

) a.c.100-240 B, 2) 50 I'n/60 Iy, 3) 500 BT

Mpegynpe>kaexue:

1) NCTOYHMK NUTaHUA NepemMeHHOro ToOKa [OMKEeH OblTb XOpOLWO 3asefblen
(Hanpsi>keHune 3a3eMneHuns <5 B).

2) WVcTOYHMK nuTaHus [JOoMmKeH 6biTb cTabuneH npu  coyeTaHunm ¢
3N1eKTponpubopa.H1 BbICOKOW MOLLHOCT W.

3) MNpu o6Hapy>KeHun [biMa, Pe3KOro 3anaxa Wiy HeobbIYHOTO WymMa UCXOAALLNe OT
npubopa, HEMeANeHHO OTKIKWYUTE NUTaHue U o6paTUTECb B CEPBUCHLIN LEHTP
ABTOpM30BaHHOIO npeacTasnTeua B PO.

4) [ns OTKIOYEeHUs LWHypa MNUTAaHWA, akkKypaTHO MNOTHAHUTE 3a BUKY,
[ep>KaTbCsH HeNOCPEACTBEHHO 3a LUHYP KpaliHe He peKOMeHAye T Cs.

5) He oTKpbiBaTe 3afHI0K0 KPbILLKY, GOKOBble KPbILWKX U NaHe3n BKAOYEHHOTO
npubopa.

3.4. YcTaHOBKa

1 TpeboBaHMs K MPOCTPaHCTBY: PacCTOsHWE MeXAy NpaBoii nNaHenbto npubopa K
CTEHO JOMKHO ObITb > 50 CM, pacCTOsHWE MeXAy 3aAHe naHenbl nNpubopa u CTEHOW LOMKHO
6biTb > 50 cM. Yb6egutecb, 4TO Ha paboyem CTOME M MOF CTONOM WMEeTCs A0CTaTO4HOe
KOMMYeCTBO MecTa A/ii eMKOCTU C AUCTUNIMPOBAHHOW BOAOA M eMKOCTM Ans 0TpaboTaHHOi
XNAKOCTY (TakxKe ANs 06ecneyveHns pemMoHTa 1 06CyXMBaHNSA).

2.  Wcnonb3yiite nHtepgeiic WLAN ans nogknouveHns npuoopa K MK 1 ucnonb3yite
Kabenb NUTaHWs AN NOAKIOYEHMs npubopa K ceTu.

3. EMKOCTb C AMCTUNAMPOBAHHON BOAOW WM €MKOCTb A/ 0TpaboTaHHOW >KMAKOCTM
NOAKNIOYEHbI K MHTepdeiicam Ha nNpnubope B COOTBETCTBMM C MapKUPOBKOW Ha 3afiHein naHenu.

3.5. Kannbposka

Kannbposky npubopa cnefyet nNpoOBOAMTL MPU MOMOLWM  KaMOPOBOYHbLIX M/1a3M.
KannbpoBOoYHbIi TeCT HET Heo6XOAMMOCTU CoBepLlaTb €XefHEBHO, HO 006s3aTeNbHO XOTS Obl
OAVH pa3 ANa KaXKAoW HOBOM cepumn Habopa peareHTOB, HYXXJaloLelcs B KaimbpoBke. [aHHble,
MonyyeHHble B pesy/ibTaTe KannbpoBkW, GyAyT MCMOMb30BaTbCA L0 Tex Mop, rnoka He 6yayT
COXpaHeHbl JaHHble HOBOW Ka/lMBpOBKM.
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Asromarnyeckuii koarylometp « Technology Solution 190». Pyxosoactso no xcniiyarauni .

IaaBa 4 3anyck

[MepeueHb MEAMUMHCKMX UW3AENHH M PpacXOAHBIX MarepHanoB, HeoOXOAMMBIX s
NPUMEHEHHA COBMECTHO C MEAWUMHCKMM H3Je/HEM «ABTOMaTHYECKMH KOAaryloMeTpo
«Technology Solution 190» no Ha3HaueHwuio.

Jlns BBINONHEHHUA HUCCENOBAHHA CHCTEMbI TEMOCTa3a (TECTHPOBAaHHMA) B MIa3Me KPOBH
no npuHUMNaMm, ykasaHHbiM B n. 2.1 u 2.2, npubopy Heobxoammbl Habopbl peareHTOB.
Kaaubparopbl, KIOBETH M NpOMbIBOUHBIA pacTBop. Bee neobxoanmbie ans pabortbi npubopa
KOMMOHEHTb! YKa3aHbl B pa3aene 1.7 HacToAwwero pykoBoaACTBa.

Habopwt peazenmos.

HaGope! peareHTOB HEOOXOANMBI AN NPOBEAEHHA HCCNEAOBAHUA CHCTEMbI FEMOCTa3a H
noarotrapiauBaioTcs ans pabotrbl Nnpubopa B COOTBETCTBHH C YKa3aHHAMM, H3JI0KEHHBIMH B
COOTBETCTBYIOWMX MHCTPYKUMAX MO MPUMEHEHHIO AaHHbIX Habopos. [lopanok npumeHeHus
peareHTOB ONMCaH B r1aBe 6 HaCTOALLErO PyKOBOACTBA.

Kiosemot oonopasoswie (cm. nynkm 1.2.4 u 1.7 nacmoswe2o pyxosoocmea)

Kiosetsl nocrasnstorcs B ynakoekax. Kroserst K2 3arpyxaiorcs B OyHkep ans
M3MEPHUTENbHBIX KIOBET, MYTEM TNEpPEChiNaHMUs HMX M3 YNAKOBKU A0 KPaCHOM OTMETKH.
pacnofoXeHHOH Ha BHYTpeHHeH cropoHe OyHkepa. Jlozarpysky KiOBET MOXKHO MPOW3BECTH B
nmoboe BpeMs, HE3aBUCHMO OT CTaTyca aHa/IM3aTopa.

Asromaru4eckuit koarynometp «Technology Solution 190» aBTomaTuuecku onpeaenser
Hanuuue KioeeT. Ecaun xioser B nuHMM noaaun mano (26 KIOBET WAM MeHbLUE), TO HAa 3KpaH
BLIBOAMTCA npeaynpexaatouiee coobuienue. Ecnim B MMHMM nmojadyd KIOBET HE OCTanoCh,
nosgaseTca coobueHue 06 ownbke. AHanusaTop npekpawaeTr paboTy ¢ HOBbIMM 00pa3iiamu 1
BBITIO/IHAET KOHTPOJNWPYEMYIO OCcTaHOBKY. CBEeTOAHOAHBIH uHAMKaTOp «Warning» Ha nauenu
aHaJM3aTopa CTAHOBUTCA KpacHbIM. JIns BO3MOXHOCTU COBMECTHOrO MCMONb30BaHHUS KIOBET C
KOarynoMeTpoM M NMpaBUAbHOCTH BbIIABAEMBIX PE3ynbTaTOB HEOOXOAUMO YOEANTLCA B HANTHYHK
CreurdanbHOW MapKUPOBKHM Ha BEPXHEH rpaHM KaXkaoi KioBeThl (cM. MyHKT 1.2.4 Hactoswero
PYKOBOACTBA).

ITpombigounwiit pacmeop (cm. nynkm 1.7 nacmosiyezo pyxoeoocmea)

[MTpoMbIBOYHBIH pacTBOp MCMOBL3YETCA A1 OYUCTKHM 30HAA PeEreHTa W 30HAa obpa3suos
BO BpeMsi paboTbl. LIMKN OYMCTKH NPOM3BOAMTCS B COOTBETCTBUM C 3aBOACKWMH YCTAHOBKAMH,
TaKKE JOMONHUTENbHbIE LMIKIbI MPOMBIBKH MOXHO YCTAaHOBMTh B HACTPOHKAaX TECTOB.
[Mpouenypbl yCTaHOBKH M 3aMeHbl MPOMBIBOYHONO pacTBOpa OMHCaHbl B rnaBe 6 HaCTOALErO
PYKOBOACTBA.

Kanubpamopui

Kanubparopom HasbiBaeTcs obpa3selt ¢ 3aBEAOMO M3BECTHbIM 3HAYEHWEM aHa/IUTa,
NOJY4EHHBIM NPU MPOM3BOACTBE M NMpPHUMEHAETCA Mg KanuOpoBku Tecta. B 3aBucumoctu ot
KOHKPETHOIO METONA MOTYT MPUMEHATLCS Habopbl kanubpaTopos (cM. NyHKT 1.7 HacToswero
pYKOBOACTBa), TaKk W KanuOpartopsbl, Bxoasiiue B coctaB HaGopos peareHToB. [lpuMmeHeHue
KanuOpaTOpOB BLIMONHAETCS AN MONYHYEHHA PAcYETHBIX BENHYMH KaauGpyeMoro meroaa.
[MoctanoBka kanubparopos Ha GopT aHanM3aTOpa OCYLIECTBASETCK B OTCEK Ans o6pa3uos ¢
NMPHMEHEHUEM CMELMAIbHBIX KIOBET MEAHUMHCKOro u3genus «Kiosera oavopasosas s
nuHeiikn koarynometpos «Technology Solution»», B BapMaHTax HCNONHEHUS:

- Kioseta oanopazosas ana koarynometpos «Technology Solution 60», «Technology
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ABTomaTmnueckunit koarynomeTp «Technology Solution 190». PyloBoACTBO N0 aKcnayaTtauuu

Solution 190», «Technology Solution 400»: K3 (1000 wT. B ynakoBke).

- KioBeTa ogHopasoBasi gnsi koarynomeTpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K4 (500 . B ynakoBke).

- KioBeTa ogHopasoBas gns koarynomeTtpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K5 (400 wWT. B yNakoBKe)

(peructpaumoHHoe ygoctosepeHne Ne P3H 2020/10843 o1 17 utoHsa 2020 roga).

KioBetbl K3, K4, K5 aBnfATCA yHMBEPCANbHbIMKM ANF  WCNOMb30BaHUA Kak Mpu
BbIMO/IHEHUS  Ka/IMBPOBOYHbLIX — NpoUeayp, TaK W MpW  BbIMNOJHEHUN  €XeLHEBHOro
BHYTpUNabopaTopHOro KOHTPoNs KayectBa. KioBETbl MMEKOT pa3/iMyHy0 BMECTUMOCTb: KHOBETA
K3 - 1 mn, kioBeta K4 - 1,5 mn, koBeta K5 - 2 mn.

MaTepunanbl gnd NnpoBefeHNa KOHTPONA KayecTBa

[nsa nposefeHWs npouesypbl KOHTPONA KayeCcTBa MCMOMb3YHOTCA COOTBETCTBYHOLLME
KOHTPO/IbHblE MaTepuanbl (Nnasmbl). PeareHTbl 1S OCYLLECTB/IEHUS KOHTPONA KayecTBa
yCTaHaBNMBalOTCA B OTCEK AN 06pasuoB, B cChneuuanbHbIX KioBeTax. [na aTux uenein
ncnonb3yeTca MeAuUUHCKoe wuspenvie «KroBeTa ofHopasoBas ANS IMHENKWM KOoarynomeTpoB
«Technology Solution»», B BapuaHTax UCMONHEHUS:

- KioBeTa ogHopasoBas Ansi koarynometpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K3 (1000 wWT. B ynakoBke).

- KioBeTa ogHopasoBas ans kKoarynometpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K4 (500 wWT. B ynakoBke).

- KioBeta ogHopasoBas ansa koarynometpoB «Technology Solution 60», «Technology
Solution 190», «Technology Solution 400»: K5 (400 WT. B yNaKkoBKe)

(perucTpaumoHHoe ygoctosepeHue Ne P3H 2020/10843 ot 17 utoHa 2020 roaa).

O6pasybl

Ob6pasel, - 3T0 NOpuUMsA NNa3Mbl KPOBM NauueHTa. O6pasLoM TakXe MOXET HasblBaTbCA
martepuan, C y4yaCTMeM KOTOPOro BbIMONIHAEMCA TecT, B 4aCTHOCTM Kanmbpatopbl U
KOHTPO/IbHbIE MN1a3Mbl.
Ob6pasubl ycTaHaBMBalOTCA B AWCK AN1a 006pa3uoB. MOXHO UCMOMb30BaTb MNEPBUYHbIE
NPOGMPKIN U1 Yallleykn ans o6pasLos.

4.1. TloaroToBKa nepef 3amyckom
Mepen HavasoM paboTbl Ha Npu6ope Mo/b30BaTeNlb LO/IKEH BbIMOMHWUML ClefyoLue

[encTeus.
1 TpoBepuTb LOCTATOYHO /N AUCTUNNNPOBAHHOW BOfbI.
2.  OnycTowunTb eMKOCTb 15 OTXOA0B
3. [o6aBuTb HEO6XO4MMOE KOMMYECTBO U3MEPUTENbHbLIX KHOBET
4. OnycTowWnTb eMKOCTb A/19 0TPab0TaHHbIX KIOBET.
5. ¥Y6eguTbCcsi B TOM, YTO HET NPENATCTBUIA ANA ABVKEHNSA MEXaHUYECKMX YacTeil.
6. [MpoBepuTb NOAKAKOYEH N1 NPUOOP K ceTu, vepes MBI

4.2 BKNOYEHUE CUCTEMBI

[nsa 3anycka npnbopa HeOO6XOAMMO CHavana HaXkaTb NepekstoyaTeNb Y Aa/ibHei CTEeHKM
npubopa, 3aTem Yy /IMLEBON NaHenn, Mnocne 3TOr0 BKAKUWUTL YNPaBAOLWMIA KOMMbIOTEP W
3anycTuTb NporpaMmMHoe o6ecrneyeHune npubopa.
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AsroMaruyeckiii koarynonetp «Technology Selution 1902, Pykonoacteo no sxcnayarai .1

4.3. Huaukartopn!

B Bepxxem npasom yray nepenxe# nasenu npubopa HMEETCs TPH HHAKKATOPA, KOTOpbIE
yka3mpaloT pabouee cocroaHue npuGopa. Bul aomkHE oOpaiiath BHUMAHWE Ha WIMEHEHHA
WHAMKATOPOB MpPH 3anycKe W BO Bpema paGoTs! npuGopa, 4To6Hl 3HATH O COCTOSHUK Nprbopa:

¢ POWER: 3enennit. Koraa rnaBuntii BLIKAIOMATENE NHTAHHA BKMOYCH, 3ar0pacTca
nuaukarop POWER, 310 o3HauaeT, uTO NpHOOP BKIIOYEH HOPMAILHO; €CAM HHAWKATOP
POWER Muraer, 3T0 YKa3blBaCT Ha TO, YTO HANPAKEHHE B CHCTEME OXJTaKACHKA PEAareHToB He
ACCTHINO HYXHOTO 3HAYCHUN.

e RUNNING: Xentwit. Ecnu npH BKIIOYEHHH BTOPHYHOIO NEPEKMOUATENA HTAHUA
uHaukarop RUNNING 3zaropaercs, 3TO O3HauaeT, 4r0 npuOop BKaloueH W B pabouem
COCTOSHHH.

e WARNING: Kpacumii. Koraa rnasisifi 4 BTOPHUHBLIE BBIKAIOYATEN b NHTAHUS
BkmoyeHsl, “HaHKaTOp WARNING He ropuT, 310 03Hauaer, yTo npubop pabotacT HOPMANbHO;
ecnn unauxarop WARNING muraer, 310 03nayaer, 4TO BO3HHKAA HEMCNPABHOCTL B paboTe
npnbopa.

4.4. Bxon B cucremy

[Mocne rxmouerus npubopa K 3arpy3kH CHCTEMBI TIOABHTCA OKHO AN BXOAA ¢ CHCTEMY.
Cwm. pucyHok 4-1.

PucyHok 4-1. OkHO BXoaa B cHCTEMY.

Hma noassoeatens — AamuH, napoas - 888888. INocne seoga bl ycneuHo soiaere 8
CHCTEMY,
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ABTOMaTUYeckuii koarynometp «Technology Solution 190». Pyo)BoACTBO ho akcnayaTtauuu

4.5. [NaBHOE MEHIO

Mocne ycrnewHoro BXofa B CUCTEMY Mepej BaMu MOSIBUTCS OKHO T/1aBHOrO MeHt. Cw.
PUCYHOK 4-2

PUCYHOK 4-2. ['NaBHOE MEHIO.

[NaBHOE MEHIO - 3TO OCHOBHOE OKHO [A/11 BCeX MO0/b30BaTefel aBTOMATUYECKOro
koarynomeTtpa «Technology Solution 190», B KOTOPOM NO/Ib30BaTENIM MOTYT HaXaTb 3HA4OK AN14
Bbl6Opa KOHKPETHOI onepauun.

4.6. CnpaBka

HaxmunTe 3Ha4oK «CrpaBKa» B CTPOKE COCTOSAHMSA, YTOObl OTKPbITb OKHO «[MOMOLLbL W
nHhopmauua». Cm. PucyHok 4-3.

Momouwb  MHpMmauus

PucyHok 4-3. OKHO MOMOLLUWN 1 UH(opMaLU.

HaxmMute KHomKy «WH$o» unm knasuwy 6bicTporo goctyna F1, 4Tobbl MPOCMOTPETb
CMPaBOYHYO MHBOPMALMIO O MPOrPaMMHOM 06eCneUeHuN.
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ABTOoMaTunyeckuit koarynomeTp «Technology Solution 190». PykoBoACTBO N0O akcnayaTtayum

Mnopmn~mnsao TECHNOLOGY SOLUTION LU

MporpammHoe obecneyeHne aBTomMaTU4YECKOro
aHam3aTtooa Koarynanum

TECHNOLOGY SOLUTION 190
Bepcus; VI Or

©2013 Bce npaBa 3almLLeHbl.

PucyHok 4-4. iHthopmauumsa o MO npubopa.
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ABTOMaTMyeckunii koarynometp «Technology Solution 190». Pyn)BoAcTBO No aKcnayaTtauuu

CnaBa 5 HacTpolKu TecToB

HaxXMuTe KHOMKY «MeHo» «HacTpoiika» «TecT», 4TOObl BOWTW B MEHIO
HacTpoVikun TecToB. CM. PUCyHOK 5-1.

A - el
B...  loeH ritpll—+

PucyHok 5-1. MeH0 HacTpOIiKK TeCTOB.

®YHKUMM [AaHHOTO MEHI0 BKKOYAlOT TaKuMe napaMeTpbl KakK COXpaHeHWe, pacuyer,
fo6aBneHune, ypaaneHue, neyaTb, BOCCTAHOB/EHWE MapaMeTpPoB MO YMONYaHWO U BblGopa
nocneaoBaTe/lbHOCTU 0TOBPaXKEHNS UH(OPMAaLMK.

HavmeHoBaHNs TeCTOB OTO6GpaXkaloTCs B CMKUCKe CneBa. VIH(opmauus o napameTtpax,
COOTBETCTBYIOWMX BbIGPAHHOMY TecTy, OToGpakaeTcs crpaBa. HavMeHoOBaHWsi TecToB,
YCTaHOB/IEHHbIE MO YMO/IYaHUIO, U3MEHEHWIO HE MO/IexaT.

51 lMapameTpbl TECTOB

HanmeHnBanne: HanmeHoBaHue TecTa.

lMonHoe HanmeHoBaHuWe: MofHOE HaMMEHOBaHWE TecTa.

[Ovana3oH KOHTPO/IbHbIX  3HAYEHWI:  KOHTPO/bHbLIA  AManasoH  pesynbTaToB
N3MEPEHNIA.

Touka koarynsumm (%): KoHeyHast Touka B npouecce Koarynauuu. o ymonyaHuio
370 3HayeHue cocTtasnset 50 %.

Makc, Bpema: MaKcuMManbHoe Bpems U3MepeHus.

Bpewms cTapTa: Bpems Havana N3MepeHus ansa XPOMOreHHOro n
UMMYHOTYPOMANMETPUYECKOTO METOJA.

KoHeyHoe BpemfA:  KOHeYHOe  BpemMs  U3MEpeHWs 41 XPOMOFeHHOro U
NMMYHOTYPOVANMETPUYECKOTO METOAa.

O61bem ob6pasua S1 (MKn): o6bem 3abopa obpasya S 1

O6bem o6pasya S2 (MKN): KoM4ecTBo 06pasya, pasbasBneHHOro B ware 1

MpegBapuTenbHas NPOMbIBKA: AOMOMHUTENbHbIA LMK MPOMbIBKM, YCTaHOBNEHHbIN
nepes 3a6opom obpasua. Ecnn yctaHoBneHo 0, TO NPOMbIBKM He BygeT.
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AsTomaraueckuil moarynoserp « Technology Solution 190x. Pykosoactso ao sxconyarausu ‘

MoCT-NPOMBIBKA: AONONHUTENLHEIR LMK TIPOMBIBKH, YCTAHOBAEHHBIH nocne 3abopa
obpa3ua. Ecim ycranosnaeno 0, To npombiBKU He GyaeT.

Bpems nuxyGauus pearenta 1: Bubeprre HHTEpBAN ¢ MUHHMAIBHEIM 3HaueHueM 20
C B MEPHOA MEXIY BpEMEHEM Hauana noaorpesa npobul n epemedem noGasnexus pearexra |,
KoTopoe MoXeT 6uiTb M3MeHeHo yBenunueHuem Ha 20 ¢. Oauaxo, ecan peXHM NMPOMBIBKH
BuiGpan cpasy xke nocne 3aGopa npobel, kXA NpoMeIBOUHbIA UMKR GyaeT yBeauyeH Ha 20
cekyHna. K ToMy e, eCH peiKHM NPOMEIBKE BLIOpaH A0 A0DaBAcHMA peareHTa 1, Kaxami umwkn
npoMbIBKY OyaeT yBennyeH ewe Ha 20 cexkyHA.

Npeapaputennhas opombiBka (R1):  AONONHHUTENBHBIH LMK MPOMBIBKK,
ycTaHoBaeHBbIH nepea 3a6opom pearenta 1. Ecan ycraHnosneso 0, To npoMeieky He Gyner.

Tlocr-npoMbiska (R1): AOTOAHMTENBHBIA UMKA NPOMBIBKH, YCTAHOBNEHHLIH nocne
3a6opa pearenTa 1. Ecau ycranoraeHo 0. T0 10ONOAHHTENLHOTO UHKNA NPOMBIBKH He GyneT.

Bpems uHkyGauun pearenta 2: MunuManbHuiii nwHTepsan Mexay nobGaBneHnem
peareuta | n gobGamnexuem pearewra 2 cocrasaser 20 cekyHa. Hutepsanm Moxet ObiTh
yeenuyed marom B 20 cexyna. Oamako, ecliH YCTaHOBIEHa MpOMBIBKA cpasy mocne 3abopa
ofpasua, Ans KaxAOrO LMKAA NPOMBIBKH HY)XHO YBENHYHTh Bpema Ha 20 cexywa.
AHanornussiM 00pasoM, €CAH MPOMLIBKA YCTaHORJIEeHa mnepen AoDaBneHueMm pearenta |,
HeOOXOAKMO YBEIHYHTD Ha 20 CEKYHI KNIl UMKN MPOMBIBKA.

Mpeasapureasian napoMbiBka (R2):  JONOAHHTENbHBIA  UMKA  NPOMbIBKH.
yCTaHoBAEHHBIH# Tmepen 3abopom pearenta 2. MoxHo ycranoBute A0 9 umknos. Ecau
ycTasorneHo 0, To MPOMBIBKH He Oyner.

Mocr-npombieka (R2): AONONHHTENLHBIA UMK NPOMBLIBKH, YCTAHOBACHHBIR Noche
3abopa pearenta 2. MoxHo ycraHoButb 10 9 umkaoB. Ecom ycravomneno 0, To
AONOJHHTENHHOTO UMK MPOMBBKHY He Oyaer.

Bpema uwnkyGanun pearenta 3: MuuMManbHuiit vHTEpBan MExARY Ao0aBncHHEM
peareuTa 2 u foGaBnennem pearenta 3 coctaenser 20 cexywa. Wutepean Moxer Ghith
yseauuen warom B 20 cekyna. ORHaKO, eCHM YCTaHOBAECHA NPOMBLIBKA cpasy nocie 3abopa
oOpazua, ANA KaXAOTO UMKIA MNPOMBIBKH HYXKHO YBESHHMMTL Bpema Ha 20 cexywa.
AHanorn4HbIM 0o0pa3oM, e€ciM NMpOMLIBKA YCTAHOBACHa nepel aobasneHuem pearenta |,
HeoOX0AMMO YBENMYHTD Ha 20 CEKYHA KaXABIH UMK MPOMBIBKH.

IMpeasapureabnan npoMuBKa (R3):  JONONHHTENBHBIA  UHMKE  NPOMBIBKH.
YCTaHOBNEHHLIN nepea 3a0opom pearewta 3. MOXHO YycTaHOBHTS, 40 9 uuknos. Ecau
ycranoeneHo 0, To npombieky He Gyaer.

IMocr-npombiaka (R3): nomonHuTeNbHLI UMKR MPOMLIBKH, YCTAHOBREHHLIH nocne
3abopa pearcHta 3. MoxHo ycraHoBMTE A0 9 umknos. Ecnau ycrasomaeso 0, To
JIONOJIHHTENBLHOTO LKKJIA APOMBIBKH He OyaeT.

Hacrpoiika aHanu3a ¢ NOBTOPHLIM pa3BegeHHEM: NPoGa NPOXOAWT NOBTOPHOE
TECTHPOBAHHUE NOCAE 33AHHONO MHOXECTBEHHOFO passelcHHA. BuiGepure BepxHHe M HUXHUE
npeaensl pe3ynsTara U axtopa pazeeeHins. B cnyuae ecam pesynbTaThl TECTa BRIXOAAT 33 3TH
3HaYCHHUA, Npoba ROMKHA MPONHTH TeCTMPOBAHME CHOBA NOCAE 3a2HHONO MHOMXECTBEHHONO
passeacHid. [locsne seiGopa cHcTeMa aBTOMATHUECKH 3aMTYCKAET 3TY GYHKIHIO,

Jns KOAryISUHOHHBLIX METOAWK: KOIAa KOHUSHTPaUWA BLICOKAA, MPOBOAHTE
M3MepeHHe nocie 2-KpaTHOro pasBeACHHd, a 3aTeM YMHOXLTE pe3yaAbTar Ha 2; Korga
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ABTOMaTMYeCcKkuil koarynomeTp «Technology Solution 190». PykoBOACTBO N0 3KCnayatayuu

KOHUEHTpaumsa HU3Kas, MNpoBOAUTE W3MEpeHWe Mocne OAHOKPATHOro pasBefeHus, a 3aTem
YMHOXaiTe pe3ynbTaT Ha 1/2.

Ona  XpPOMOreHHbIX METOZOB W  MeTO40B  WMMYHOTYpOuAMMETpUU:  Korga
KOHLEHTpaLus BblCOKas, MPOBOAWTE TECT Nocfie 8-KpaTHOro pasBefeHus, a 3aTeM YMHOXbTe
pe3ynbTaT Ha 8; Korja KOHLEeHTpauus HU3Kas, NpoBoAauTe n3mepeHue nocne 1/8 passegeHus, a
3aTeM YMHOXaiTe pesynbTaT Ha 1/8.

OnpegeneHve BbICOKOWN/HU3KOMW KOHUEHTpaLMKN: KOHUEHTpauus, npesblwakoLas
YCTaHOB/IEHHbIN AMana3oH, BbICOKas; KOHLEHTPaLWs HKe YCTaHOB/IEHHOTO Auana3oHa HU3Kas.

HacTpoilka noBTOpHOro aHanusa: Ecim  Heobxo4MMO MNPOBECTU  MOBTOPHOE
TecTupoBaHve Mpobbl, BbIGEPUTE BEPXHUE WM HWKHME Npedensl pesynbrata. Ecnm 3HayeHwue
TECTUPOBaHWSA BbIXOAWT 3a 3TW npegesbl, npoba O6yLeT npoTecTMpoBaHa 3aHOBO. lMocne BbI6opa,
CUCTEMA aBTOMATMYECKUN 3aNYyCKaeT 3Ty (YHKLUIO.

M3meHeHne dhopmynbl: N3MeHeHMe pe3ynbTaToB MamepeHunii. dopmyna:Y=KX+B; X-
pe3y/ibTaT U3MepeHUin, Y - N3MeHseMbl pe3ynbTaT. ECnn B M3MEHeHUAX HeT Heob6X04MMOCTH,
Bbl MOXeTe BblopaTth 3Ha4yeHns K=1 n B=0.

5.2. CoxpaHeHue HaCTpoekK M napameTpoB TECTOB

Mocne HaCTpOMKM TecTa HaXMmUTe KHOMKY «CoxpaHUTb». Ecanm  napameTpbl
YCTaHOB/EHbl MPaBU/IbHO, HACTPOMKM OyAyT COXpPaHEHbl, N TEKylllee MEeHK OyaeT 0OHOB/MEHO;
eCN napameTpbl YCTAHOB/MIEHbI He MPaBU/IbHO, HaCTPOMKM He 6yayT COXpaHeHbl, MOABUTCS
OKHO MO/CKa3KN C OTMEYEHHOW OLLUNOKOIA.

5.2.1. PacyeT napameTpoB

Haxmute KHOMKy «[lapamMeTp pacuyeTa», YTobbl OTKPbLITL AManoroBoe okKHO «[lapameTp
pacueta». CM. PUCYHOK 5-2.

& (04

PucyHok 5-2. OKHO pacyeTa napameTpoB.

Bbl MOXeTe BblOpaThL mapameTpbl pacyeTa, M3MeHWTb HaMMeHOBaHWe napamerTpa Tecta u
MO/IHOE WMA napameTpa TecTa, BblOpaB COOTBETCTBYIOLLUIA TECT, MOXETe W3MeHWUTb hopmar
[aHHbIX, HWKHWIA W BEPXHWIA npefenbl Ayana3oHa W3MepeHWi, HOopMasibHOe 3HauveHue, u
3HayeHne MWY. [fanee HaxmuTe KHOnKy «OK». ECvM napameTpbl YCTaHOB/IEHbI MPaBWU/IbHO,
CUCTEMa COXPaHUT HACTPOWMKM, 3aKPOET [Manorosoe okHo «llapameTp pacyeta» W BepHeTCA K
TeKyLlemMy OCHOBHOMY MeHt0. Ecim napameTpbl YCTaHOB/IEHbI HEMpPaBU/bLHO, NOABUTCA OKHO, B
KOTOpOM OyfeT yka3aHa owunbka. Haxxmute KHomky «OK», Torga okHO ownboK 6yneT 3aKpbITo.
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1 HaCTPOWKM He ByayT COXpaHeHbl; HXXMUTE KHOMKY «OTMeHa», CUCTeMa 3aKpPOeT [ManoroBoe
OKHO «[lapameTp pacyeTa» 1 BEPHETCH K TeKyLLeMY OCHOBHOMY MEHIO.

EQVHMLBI n3MepeHns pacyeTHbIX TECTOB:

Ana npeAcTaBneHWs HEKOTOPbIX TecToB TpebyeTrca 60nee OAHOW eAVMHWULbI WK
TpebyeTcs Mcnonb3oBaHWe KoahduumeHTa nepesoga. MprvmMepoM MOXeT 6bITb TecT MB wm
MpoTpombuHOBOE BpeMms, rae ansg nony4deHuns sHayeHns MHO (INR) Heob6xoamMMO 3HaueHve

MWY. ECTb HECKO/IbKO BapMaHTOB MOMYYEeHNs pacyeTHbIX equHNL,

» OTHowWeHKe, MO (Ratio)

* MHO (INR)

EAVMHULBI N3MepeHns KannmbpyemMblX TeCTOB:

Ecnun TecT TpebyeT KannmbpoBKK, HEOOXOAMMO BblOpaTh eAVHULLI N3MEPEHUS, B KOTOPbIX
OyfeT npescTaBieHa KannmbpoBoYHas Kpusas. MOXHO Bbl6paTh CnefytoLlme eanHNLbI:

- r/n (g/1),

- mr/mn (mg/ml),

- Mkr/mn (ug/ml),

- mr/gn (mg/dl),

e Hr/mn (ng/ml),

-Ea/mn (1U/ml).

OkHO «[lapamMeTp pacyeTa» BK/HOYAET BO3MOXHOCTb BHECEHUA PelepeHCHbIX
AManasoHoB MO KaXAOMYy aKTVBMPOBAaHHOMY mMapameTpy. [nf WHTepnpeTtaumu noayyvaemblx
pe3ynbTaToB TeCcTa Heob6XoAMMO 06paTUTLCA K MHCTPYKLMU Habopa peareHToB, NMPUMEHSEMbIX
Ha aHanmn3atope (CM. NYHKT 1.7 HACTOSALLEro pyKoBOACTBA).

5.2.2. [lo6aBneHune TecTa

Haxmunte KHONKy «[106aBUTb», 4TOObl OTKPbITb 4MANIOTOBOE OKHO «[l06aBWTb». CM.
PucyHok 5-3.

Coth uma n«p«bl pe

CK QuEsm

PucyHok 5-3. inanorosoe oKHO fo6aB/ieHns TecTa.

Bbl MOXeTe BBeCTM HauMMeHOBaHWe TecTa. Haxmute KHonky «OK». Ecnv napameTtpsl
YyCTaHOB/EeHbl MPaBWIbHO, CUCTEMA COXPaHUT HACTPOMKMW, 3aKpPOEeT [AManoroBoe OKHO
«[106aB1Tb», BEpPHETCA K TEeKYLeEMY OCHOBHOMY MeHI U OOHOBMT CMUCOK TeCToB. Ec/u
KaKoii-nmbo napameTp YCTaHOB/EH HEeMnpaBW/bHO, MOSBUTCA OKHO C MOACKA3KOW, mpu 3TOM
OyfeT nofcseyeHa owmbka. Haxmurte KHOMKY «OK», M OKHO MOACKa3Kn OyfAeT 3aKpbITo.

Haxmnte KHonky «OTMeHa», cMCcTemMa 3aKpOoeT AMasioroBoe OKHO <<,ﬂ,06aBVITb>> N BEPHETCA K
TEKYyLWEMY OCHOBHOMY MEHIO.
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5.2.3. YpaneHue tecta
HaxXmute KHOMKY «Y[ganuTb», 4TOObl OTKPbITb AManoroBoe OKHO «Y[anuTb». CM.
PucyHok 5-4.
Y

Bbl eficTBUTENbHO XOTUTE YaNNTh BblGPaHHbIN TECT U BCE €ro
HacTpoWikn?

CK OTmeHa

PucyHok 5-4. [lnanorosoe OKHO yaasieHns TecTa.

BbiGepuTe TECT, KOTOPbIi HY)XXHO yAanuTb. HaxmuTe KHOMKy «OK», cucTema yaanut
BbIGPAHHbIA TECT, 3aKPOET OKHO «Y[anuTb», BEPHETCS K TEeKYLeMY OCHOBHOMY MEHI U
0GHOBMUT CMUCOK TECTOB. HaXmMuTe KHOMKYy «OTMEeHa», CUCTeMa 3aKPOET OKHO «Y[annTb», He

Y[anB BblOPaHHbIV TECT, Y BEPHETCA K TEKYLLEMY MEHHO.

5.2.4. lMeyaTb

Haxmute KHONKy «[MleyaTb», 4TO6bl pacrevataTb WHMOPMaLUIO O napameTpax
BbI6GpaHHOIo TecTa.

5.2.5. BoccTaHOB/NEHMEe NapaMeTPOB MO YMOYaHUIO

Haxmute KHOMKY «3aBOACKME HACTPOMKM», 4TOObl OTKPbITb [AMAN0OroBOe OKHO
noackaskn Cm. PucyHok 5-5.

MNopckaske
A 0K

3ra onepawuus BOCCTAHOBUT HACTPOIikK TecTa No yMONYaHUI0.
O MpogonxuTb?

Ih Het

PucyHok 5-5. OKHO BOCCTaHOB/IEHUSA NapamMeTpoB MO YMOMYaHMIO.

HaxmnTe KHOMKy «[la», cMcTema BOCCTAaHOBWUT HACTPOMKM MO YMOMYaHWUIO, 3aKpoeT
OKHO, BEepHETCS K TeKyLIeMY OCHOBHOMY MEHIO W OGHOBMUT CMWUCOK 371eMEHTOB. Haxmute
KHOMKY «HeT», cucTeMa He BOCCTAHOBUT HAacTPOWKM MO YMOMYaHUIO, 3aKPOeT OKHO M BEPHETCS

K TEKYLLLEMY OCHOBHOMY MEHIO.
5.2.6. Cnucok oTobpa)KeHns TecToB
HaxxmuTe KHONKy «[opafok oTo6p-a», YTO6bl OTKPbITb AUanoroBoe OKHO «[llopsaok
0To6p-a». CM. Puc. 5-6.
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TT

IkicwwcM nummeTpoB

APTI

CK Omvew

PucyHOK 5“6. MeHo 0To6paXKeHMs CNnCKa TeCTOB.

HanmeHoBaHUS TeCTOB OTOOpaxatoTcs cneBa (B TOW >ke MOCNefoBaTeNbHOCTU, YTO B
MeHI0 TecToB). [MapamMeTpbl AeACTBUIA OTOOpPaXKatOTCA CnpaBa, B Ha4ano CNWCKa, NpeablayLnii,
CnefyloWmnin 1 B KOHel, cnucka. Bbibepute TeCcT M HaXXMUTE KHOMKY fAeicTBmin cnpasa. Korga
BblOpaH MepBbIA 3N1EMEHT, MOTYT BbINONHATLCA TONbKO fAeicTBMA «Chefyowmnii» n «BHU3»;
Koraa BblopaH MocneAHuid 3NeMeHT, MOryT 6biTb BbINONHEHbI TONbKO AeACTBMS «IMpedblayLunin»
n «BBepx».

(1) OK

HaxmnTe KHOMKY «OK», cuctema W3MEHWT MOCMef0BaTeNlbHOCTb TECTOB, 3aKpOeT
AnanoroBoe 0KHO «Cnuncok 0TOo6paXKeHNs TECTOB», BEPHETCA K TeKyLLeMy OCHOBHOMY MEHIO U
06HOBMT CMNCOK TECTOB.

(2) OTmMeHNTL
HaxmuTe KHOMKy «OTMeHa», cucTemMa He W3MEeHUT MOoC/neAoBaTe/lbHOCTb TECTOB,

3aKpOeT AuanoroBoe OKHO «CMKUCOK OTOBPAaXEHWsi TECTOB» U BEPHETCA K TeKyllemy
OCHOBHOMY MEHIO.
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MnaBa 6 HacTpoWKN peareHToB

[na  npoBefeHWs  TeCTMPOBAaHWA C  UCMO/Mb30BAHMEM  MEAWLMHCKOTO  U3Aenus
«ABTOMaTU4YeCcKnii koarynometp «Technology Solution 190» no HasHauyeHWt0, HEOBXOAUMO
MPUMEHATb MeAULMHCKUE W3[enus, yKasaHHble B MyHKTe 1.7 HacToAwero pykoBoAcTsa. [/
MOCTAHOBKM peareHToB Ha 60pT aHanusatopa W WAEHTUMUKALMM UX B MNPOrpPaMMHOM
obecneuveHnn npefHasHayeHa BKMagka «PeareHT». Bknagka «PeareHT» oTpaxaeT KapTty
pacronoXeHNs peareHToB Ha AWCKe. B AUCK AN peareHTOB NMOMELLAIOTCA KaK peareHTbl, TakK U
MPOMbIBOYHbBIA pacTBOp (MYHKT 1.7 HacTOALLEro pPyKOBOACTBA), KaX[bl M3 KOTOPbIX UMeeT
pas/IMyHyl0 LBETOBYH WHAMKaUMIO. PSOOM € AWCKOM peareHTOB pacnofiokeH AWCK [A1s
MOCTAHOBKN [AW/IIOEHTOB W OydepoB. [ns BU3yasbHOro OTOOPaXeHMs YPOBHA peareHTa
npesycMOTpeHa LBeToBas WHAMKaUMA BHELIHero KOHTypa nos3vuuuu: ronybon uBeT -
HOPMasbHbI YPOBEHb, (PUONETOBLIA LBET - HWU3KWIA YPOBEHb, KPacHbIA LIBET - OTCYTCTBUE
peareHTa.

MopafoK uAeHTU(MKaLMKM peareHTa Ha 6OpPTYy aHanM3aTopa BbINOHSAETCA [ABYMS
crioco6amu: BPy4YHYH ¥ aBTOMaTUYeckmn (N. 6.4 HACTOALLEr0 PYKOBOACTBA).

BpyuHyto

HaXmuTe KHOMKy «PeareHT» Ha NaHeM WHCTPYMEHTOB WM KHOMKY «MeHHo»
«HacTpoiika»  «PeareHT», YTobbl BOWTW B MEHIO HACTPOMKM peareHTa. Cm. PucyHok 6-1.

ci§t.

» CSIAKI
| «MM

nwTTTT

PncyHOK 6-1 MeHI0 HaCTpPOeK peareHToB.

[na ycTaHOBKM He0OXOAMMOrO peareHTa, HY)XHO BblOpaTb MO3MLMIO HA [WCKe
peareHTOB, 3aTeM B TabnuLe crnpasa W3 BbiNafaloLLero MeHH BblbpaTb Ha3BaHue Tpebyemoro
peareHTa. TakXe Bbl MOXETe BBOAWUTL UH(OPMALMIO O peareHTax, BK/IOYas LUTaTUB PEareHTos,
TAN ()1aKOHa, HOMEpP Cepum, CPOK FOAHOCTM W WITPUX-KOog peareHTa. CrieBa nokasaHbl nosuumm
[N19 peareHToB, MPOMbIBOYHbLIX PAcTBOPOB W AWIOEHTOB. B fgucKe fAna peareHToB ecTb 4
LITaTMBA, KaXAbIV WITATUB BK/OYAET 6 NO3uLUiA peareHToB, BCero 24 nosuuyuun. Ana 5 nosuumm
B KaXKA0M LUTaTVBE OMpejesieHo MeCTo Ans npombiBoyHoro pactsopa CLEAN | unm CLEAN W,
TMN hlakoHa He MOXET ObITb OTpefakTUpoBaH. B aucke ana obpas3uos ecTb 5 No3uuuin ans
OVTIOEHTOB, B KOTOPbLIX | MO3uuua npefHa3HaveHa 418 NpOMbIBOYHOIO pacTeopa.
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TMopanok 3aMenbI PeAreHTa H JIPOMLIBOYHOIO PACTBOPA

B 3aBHCHMOCTHM OT CHTYalUMH, 3a8MCHY PCarcHTa MOXHO IMPOH3BECTH, KaK BO BpPEeMA
OXHJIaHWA, TAX W BO BpeMA BLINONHEHHA TeCTHpoBaHMA obpasuos. Korma ananusarop
HAXOAMTCA B PeXHME OKHIAHUA, HEOOXOAMMO AocTaTh (NakoH C peareHToM, TpeCyrowMi
3aMEHY ¥ Ha €r0 MECTO MOCTaBHTh PNakoH ¢ HOBEIM pearcHTOM. JIna oOHapyKeHHA YPOBHA
peareHTa, aHaAKu3aTop BHINONHHT NIPOBEPKY MEpeA BHINOIHEHYEM AHAJIN3a aBTOMATHYSCKH. B
ciyuae, KOTA2 BO BpPEMA TECTUPOBAHHMA UBETOBAA HHAWKAUWA KOHTYPA TMO3MLMH DEArcHTa
CMEHHNACh HAa (PHOMETOBMI LIBET, O3HAYAET, YTO B CKOpPOM BpeMeHu ¢uiakon pearexra Oyaer
onycrowed. Jnd 3aMeHbl PEArcHTa, HEOOXOAWMO HaXKaTh KHOIMKY Nay3bl, 3aTem AOMAATHCA
coobleHHs o ToM, YTo paboTa MPHOCTAHOBIEHA W 3AMEHHTL PEArcHT. 3aTeM HaXaTb KHOMKY
«Hauarh TecT» M aHAIU3ATOp NPOJOJKHMT pafoTy ¢ TON0 MOMEHTa, Ha KOTOpoM Owina
npHOCTaHOBNeHa paboTa.

Jna paciunpenns Bo3MokHOCTeH paboThl aHaNH3aTopa B ABTOHOMHOM PEXKHME KMEETCA
(lyHKUHS aBTOMATHYECKOIO NEPEX0Aa 30HAA PeareHTa OT OAHOMO PeareHTa K APYroMy TakoMy
xe peareHTy. Jnga Toro u4roObl 3Ta {YHKUHA NPHMCHANACh BO BpeMS BLINOAHEHHMA
TECTMPOBaHKA, HeOOX0AUMO Mepea HayaloM TECTHPOBAHMA YCTAHOBHTL 2 unu Gosee dnakoHoB
OAHOTO 1 TOTO XKe peareHTa.

6.1. [IlapameTpbl peareHToB

ITo3anuMs peareHTa: YCTAHOBKA NMO3HLIMM, B KOTOPYIO GyAeT YCTAHABMBATHCA PEATEHT.

Ha3zpanne peareHTa: Ha3BaHWe peareHTa.

Tan pnaxona: Tun Pprakona.

Cepnsn: HOMEp CepuH peareHTa.

Cpoxk roanocTr: Cpok rofHOCTH peareHta,

IiTpux-kox pearesTa: 5TO YHHWKANBHBIA KOA pearcHTa, KOTOpPHI No3IBONAET
HAEHTHDHULIMPOBATD €10 B CHCTEME.

6.2. Kndopmanus o pearenrax

Haxmure Ha 0603Ha4ECHUE pearcHTa Ha AMCKE AAs PEareHTOB MM AMCKe Ans oOpasuos,
cnpaa Oyaer oroOpaxkarbca HAdopMaiMs no peareHry. Bm Moxere pepaxTHposath
HHPOPMALIMIO, COOTBETCTBYIOUIEMY PCArcHTY.

6.3. Coxpanenne

Haxmure xHonky «Coxpauuth». Ecav papaMeTphl BBeleHbl BEpHO, ohy OyayT
COXpaHEHbl; eclu Kakoi-nWbo napaMerp YCTAHOBACH HENPABHALHO, MNOSBHTCA OKHO C
noackaskoid, W mepsas ownbka OyxeT NOACBEYEHa, a mNapaMeTpbl peareHta He Oyayr
ycranoBaeHsl. Haxmure kHonky «OK», 4Tobb 3aKpbITh OKHO ¢ MOACKA3KOMA,

6.4. Cxanuponanne mrpux-xosa (IIpu naauvnn ckatepa)

Jina upeHTHpukaumn U 6e3onacHoi KOMOHHALIMH MEAHLIMHCKHX M3nenuit (peareHTOB)
TpebyeTca BRNONHATh CKAHWPOBAHHE LITPHX-KOAA HAHECEHHOIO HA KaXIbi# QuiakoH pearenTa.
Haxkmure kHonky «CkaHHpOBaHHE» OTKPOETCA AHANOrOBoe OKHO «CKaHHMPOBaHHE LHTPHX-KOAA
— OTCEK I PEareHTOB», COOTBETCTRYIONICE BHOpaHHoMy peareHTy. CM. Pucyrok 6-2.
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OvwpounaTb BCE peMMnoOH
ncumwii oesreura

CuuynuHaH
nonamwu

FRARA

Nauwto QI_K( <

PnCYHOK 6-2. OKHO CKaHMpOBaHUA WTPUX-Koaa.

Bbl MOXeTe BbIOpaThb AManasoH CKaHWPOBaHMS LUTPUX-KOAOB: BCE MO3ULUN peareHToB
WM 3afaHHble no3uuunu. HaxkmuTe KHOMKY «[Myck», M CUCTeMa 3arpysuT LWTPUX-Koa K
yKa3aHHOMY peareHTy, 3aKpoeT AnanoroBoe OKHO «CKaHMpPOBaHME LITPUX-KOAa» U BEPHETCA K
TEKYLEMY OCHOBHOMY MeHH. Haxmute KHONKY «OTMeHa», CUCTeEMa He BbINOAHMUT
CKaHMpOBaHMe LITPUX-KOAa, 3aKPOeT [AManoroBoe OKHO «CKaHMpOBaHME» W BEpPHETCS K
TeKyLlemMy OCHOBHOMY MEHIHO.

YcnewHocTb aBTOMaTM4ecKoro OnpeAeneHns LWTPUX-Koga 3aBUCUT OT MNpPaBWUIbHOMO
pacnonoXeHns nrakoHa CO LITPUX-KOLOM B LITaTMBe [A/1 peareHToB. 3ITMKeTKa CO
LUTPUX-KOAOM A0/MKHa OblTb BUAHA Yepe3 Le/b LWTaTKBa.

Cucrtema LITPUX-KOAUPOBaHMSA Npubopa COBMECTMMA TOMbKO C JIMHEKON HabopoB u

peareHToB «Technology Solution».

6.5. YpaneHue

HaxXMuTe KHONKY «¥Y[anuTb», 4TOObl OTKPbITb AWANIOrOBOE OKHO «YpaanuTb». CM.
PucyHok 6-3.

Birf AvA 1ul101BUNO «100M (« YAANUTDH

OnvHB

PUCYHOK 6-3. [JManoroBoe OKHO YAanuTb.

Bbl moxeTe ucnonb3oBatb Knasuwm Shift n Ctrl Ha knaBuaType, 4TOGbl BbIOPaTh
HECKONIbKO peareHToB. Haxmurte KHOMKy «OK». u cuctema yfanuT BbIGpaHHYO 3amnuch,
3aKpPOET AMaIor0BOe OKHO «Y[anunTb» W BEPHETCA K TeKyLLEMY OCHOBHOMY MeHH. Haxmute
KHONKy «OTMeHa», CUCTeMa He YyAaiuT BblOpaHHYK 3anucCb, 3aKpPOeT ANarioroBoe OKHO
«Y[anuTb» 1N BEPHETCA K TEKYLL,eMy OCHOBHOMY MEHHO.
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FnaBa 7 lNpoueaypa npoBefeHNA TECTUPOBaAHUSA

Mpexge 4Yem  HayaTb  BbIMOJSIHEHWE  TecTUPOBaHWA  He0OXOAMMO  BbIMOSHUTb
MOArOTOBUTENbHbIE PabOThI, ONMUCaHHbIE B MYHKTE 4.1 HAcTOALLEro pyKOBOACTBA.

HaxXmute KHOMKY «TeCcT» Ha MaHeny WHCTPYMEHTOB WU KHOMKY «MeHio», a 3aTem
napameTp «TecT», YTOObl BONTW B MeHIO TecTupoBaHusa. CM. PucyHok 7-1.
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PucyHok 7-1. MeHIo TecTupoBaHums.

OCHOBHble (byHKLMK, NpefocTaBfiseMble B 3TOM MEHIO, BK/IKOUAlOT BbIOOP Mpo6, yuer,
neyatb, nepefayy, CKaHWpOBaHWe LWWTPUX-Koda (MpW HaMuMM CKaHepa), MOBTOPHbIA TeCT,
KpMBYIO peakumv un T.0. PYHKUMM, NpefocTaB/seMble B 3TOM MEHIO, pas/MyaloTcs B
3aBMCMMOCTM OT YPOBHSA LOCTYynNa nosib30Baress.

[na 3anycka npouegypbl TecTMpoBaHWA He06XOAUMO BbIMOMHUTL LIarn, KOTopble
YKasaHbl HUXe:

1. MoAroToBUTL MNeEpPBUYHbIE MPOBGUPKM MYTEM CHATUSA 3aKPbIBAKOLMX KPbILWEK AN
NCK/HOYEHNS CTONKHOBEHUS Y BO3MOXKHOIO NOBPEXAeHWS 30HAa 06pasLoB.

2. YCTaHOBWUTbL MOArOTOB/MEHHbIE MPOOGUPKM B OTCEK A5 06pa3uoB. Ecnv npobupku
NUMeKT Ha/imume LITPUX-KOAA, TO HEOOXOAMMO pas3BepHYTb LUTPUX-KOL B CTOPOHY Mpopesun B
AMCKe 06pasLoB.

3. B wuHTepteitce MO 3agatb A1 KaX[oro obpasya Heob6Xxoaumble MeTOAbl
TecTupoBaHus. Ecnu  aHanm3atop nofkmoyeH K JINC, TO HeobXOAMMO  BbIMOMHUTB
CKaHMpOBaHWe LWTPUX-KOLOB. [locne yCnewHOoro CKaHMpOBaHWA LUTPUX-KOAOB aHanmM3aTop
nonyumnT 13 6asbl JINC coOOTBETCTBYIOLLEE 3aaHMe.

4. TMocne TOro Kak BCe 00pasubl YCTAHOBMAEHbI W AN HUX MONYYEHbl WAN 3afaHbl
MeTO/Abl HEOOXOAMMO HaXaTb KHOMKY «HauaTb TeCT», pacrnoioXXeHHYI0 B BEPXHEM NpPaBoOM Yr/y
BKNafKW.

B npouecce BbINOMHEHNS TeCTUPOBaHUS aHanu3aTop OyaeT MH(OPMMPOBaTL OnepaTopa
0 CTaTyce BbIMOJIHAEMbIX 06pa3L0B, a TakKe 0Tob6paxaTb BbINOSHEHHbIE pPe3y/bTaTbl TECTOB.
MMocne TOro, Kak aHanM3aTop 3aKOHYMUT MNpoUeAypy TeCTUPOBAHUA, MOSBUTCA COOOLLEHWE B
HVXHE CTpoKe cocTosHMs. Mpouedypa pacyeTa 0TO6paxaemblX pe3y/bTaToB OMNMcaHa B rnase
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ABTOMaTM4eckuin koarynometp «Technology Solution 190», PyKoBOACTBO Mo 3Kcnayartauuu

2 HACTOSILLEro PyKOBOACTBA. [/ WMHTEpPRpeTauuu, MonydyaeMblX Pe3ynbTaToB 06paTUTECh K
VHCTPYKLUMSIM HabopoB peareHToB (CM. MYHKT 1.7 HACTOSILLEro PyKOBOACTBA).

MpaBuna BbINOMHEHWS MOBTOPHbLIX W3MEPEHWIA CM. B MyHKTe 7.5.9 HacTosLlero
PYKOBO/CTBA.

7.1. Anck gns o6pasuos

3pecb oTobpaxaetcs Homep o6pasya C pasHbIMM LBeTaMu, YKasblBalOWMMMN pasHble
TMNbl 06pasyoB. LiBeT o6bpasua yKasbiBaeT ero TeCTOBOe cocTosHue. [pu BblGOpe no3vuun
obpasua B agucke An1s 06pasyos, 6yeT Bblge/ieHa COOTBETCTBYHOLLAA CTPOKA B CNUCKe 06pasL,os,
a B CNNCKe «TecTbl» 6yAeT 0TobpaXaTbCa MHPOPMaLMa 0 TecTe, COOTBETCTBYHOLAA 06pasLy.

7.2. STAT-npoba

3eneHblil LUBET MO3MLMK YKasbiBaeT Hanuume STAT-npoGbl. Mpu BbiGope MO3MLMK
ob6pasua B otceke Ans STAT-npo6, 6GyaeT BbibpaHa COOTBETCTBYHOLLAs CTPOKA B CMMCKE
06pasLoB, a B CNMCKe «TecTbl» ByaeT 0ToGpaxaTbCsl MHAOPMaLUs O TecTe, COOTBETCTBYOLLAs

o6pasLy.
7.3. Cnuncok o6pasLoB

3necb oTobpaxkaeTcs BBOA MHGopMauun ans obpasua unnm KK (KOHTpoOns KauyecTsa),
MHopMaLNsa 0 pesynibTatax TeCTUPOBaHUA U n3MepeHus KK.

7.4. NHhopmayma o TecTte

34ecb 0TOGpaxkaeTca MHGopMauus 0 napameTpax BblbpaHHOro TecTa. Ecnm BblgeneHo
HECKO/IbKO TECTOB, 0TOGPaXaeTCsi MH(popMaLys NapaMeTpoB MOC/TEAHErO BblAeNEeHHOro TecTa.

7.5. Beog o6pasua

HaxmnTte KHOnKy «BBog obpasua» wnv cpenaite [BOMHOWA LWENYOK IEBOW KHOMKOW
MbILUM MO MO3ULMK B AUCKe ANA 06pasLoB, YTO6bI OTKPbITb 4MaioroBoe OKHO BBog o6pasua.

Cwm. Puc. 7-2.
. rﬁ%m‘o6cc(la|(e
) . H TMOOffv  CAMWI * 2t0b2922 -MOO
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400l*ngie(ra
5G@Enlefirs
Boe
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PucyHok 7-2. MeHio BBoga obpasLa.

B 3TOM MEHI0 MOXHO YyKas3aTb CNeAytoLlyto MHOpPMaLMio: NonoXKeHUe obpaslia, Homep
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obpa3na, Tvn oGpasua, THN npoGupku, ¢Ho, HoMep ucTopHH Gonesuu, non 4 T. 4. B pasaene
«HupopMauus o TecTe» Br MOXeETE BHIOPATh TECTH, KoTophie GyAyT BRINONHEHH ATA 06pa3ua.

Iosnuus ofpasua: NO3HUMK, COOTBETCTBYIOWAA ofpasiy B Aucke A4 oOpasuos,
no3uumu 1-55.

Homep ofipa3ia: ucnonssyercs ANt HACHTHOMKAUKH o0pasua.

Tun ofpazna: oSuunkii o6pazen, obpasen KK, cpounsiit obpaseu.

Tun npobupku: T™MN NPoSHPKK, B KOTOPOH coacpuTca obpasel, BKAOYAR OOBIMHYIO
nNpoOMpKY HNK Yalueyky.

©HO: PHO nauvenTa.

Homep ucropun Gonesnn: Homep ucTopun GONE3HH NAUMKEHTA.

IMoa: Non naumenra.

JaTa poaxaeHHSN: 1aTa POXKACHHUS NAUMEHTS,

Bo3spacT: BO3pacT nauMeHTa,

Tun nanMenTa: yKasbiBaeT NpHYHHY NOCTYNACHHA HA AMArHOCTHKY. Jlna wacrpoliku
BofiguTe Menio - Hacrpoiixa <> Cnosaps aaxreix < Tun naupexra,

Oraenenue JITY: ykasnigaeT U3 KaKoTo OTAENIeHHA octynun oSpazeu. [ina wactpoiikn
soiiaute Mento - Hactpoiika - Cnosaps aanubix = Oraenenne JIITY.

ID woitkn: Homep xpoBaTH MOXET ObITe YCTAHOBACH TOABKO B TOM Caydae, €Ciu
BeiOpaH THN NauxenTa «OCNHTANH3HPORAHN.

Bpema noaaun: Bpems, KOraa oOpasell OTTIPABIACTCA HA HCCACAOBAHHE.

BpeMs TecTHpPOBAHHA: BpeMA TCCTHPOBAHHA obpa3ua.

OTnpaBuTenb: Bpas, KOTOPbIH HanparaseT obpasew AN TECTHPOBAHNA.

HcenoannTens: oneparop, KOTOpLIi TeCTHpyeT oGpaseu.

IIpoeepsomuii: oneparop, koTopuiit nposepser obpazell.

JAnaruo3s: undopmauus o auariose obpasua.

3ameuannsn: lpumevanue k obpasuy.

Hadopmaunsg o Tecre: Bce TECTH, NPEAOCTABNCHHBIE CHCTEMOH, 0TOOPAXKAIOTCA CHU3Y.
Tectnl oTobpanaiorcs B BHAC KHONOK. TeCThi, KOTOPHIE NOTOBL! K BHIMNOMHEHHIO, 0TOOpaXKEHBI
CBETALIM LIBETOM; TECT, KOTOpbIE HE MOryT OnTh BHIGpaHB, OTOGPANKAIOTCA TEMHBIM LUBETOM,
MPHYKHA, N0 KOTOPOX OHH He MOryT 6uiTh BhIOpaHbl, GyaeT oToOpaxaTbca MpH HaBeaCHHH
Kypcopa Ha Hux. HUndopmaums npoduns Tecta orobpaxaerca cnpaa B GOpPME KHOTIKH.
Haxmure KHONKY, ¥ TECTH, coaepwawuHecs 8 npoduiae, 6yayr BuOpaHE ABTOMATHYECKH;
MOBTOPHOE HAXATHE NPHUBEACT K oTMeHe. Eciiv TecTsl, coaepxauinecs B npodune TectoB, He
MOTYT OBITh BHIIOIHEHBI, TECTH BLIOpaHb! He OyayT.

7.5.1 Coxpanenne

Haxmute kHonky «CoxpaHute». EcaH panHble o0pasia yCTaAHOBNEHBL! (PABUABHO,
HacTpoliku GyayT coxpaneHsl. KonHuecTBo NOBTOPOB aHanu3a no yMOJI4YaHMIO - oanH. Ecau
kakas-nuGo uHpopmauus o0 ofpasue yYCTAHOBNEHA HEMPABKALHO. NOABHTCA OKHO ¢
NoAcKa3koil, Mpu 3TOM nepeast ownbka Gyner noacsevuena.

7.5.2. llaxernntii BBOA

Haxmure knonky «[laxkeTnslif BBoa», 4ToOB OTKPLITh AMANOroBoe okHo «llakeTHutii
seoa». CM. PucyHok 7-3.
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Fm’ifsaﬂ Mw obp Mat

KoHeuHas Mo3 0Op uabo
Mo3 o6p-tV*
K VeHa

PucyHok 7-3. MeHI0 NakeTHOro BBOAa.

Bbibepute Havya/lbHYt0 1 KOHEYHYO NO3nULMI0 06pasLoB, HaXXMUTe KHONKY «OKx». Ecnn
Hava/ibHas No3uums obpasua 60Mble KOHEYHOW MO3ULMK MOSBMTCS BCM/bIBaKOLLLEE COOOLLEHME;
ecnn He BbIGpaH KakoM-n160 TeCTOBbIV 06pasel, NOSABUTCA BCM/biBatoLlee coobuieHne. Korga
BCE HACTPOWKM BepHbl, BBeAMTE WHMOPMALMIO O BbIGOPKE MeXAY HayanbHON no3nLmei
o6pasLia 1 KOHeYHOI No3unLuei.

7.5.3. Konn4yecTtso NoBTOPOB

HaxxmnTe KHOMKY «[10BTOPUTL», YTOGbI OTKPbITh ANANOroBoe OKHO. CM. PUCYHOK 7-4.

MNosTopUTL
Tect [MoBTOPUTL
‘a--/.-- PT 2
APTT 1
B 1
D-Dtmer 1
Bce 1
OTmeHa

PucyHok 7-4. inanorosoe oKHO «[MOBTOPUTL».

Haxmnte B none «[oBTOpUTL» A4  pefakTUPOBaHMA  KO/IMYecTBa aHaniv3oB

cooTBeTcTBYtOLero Tecta (1-10). BblbepuTe none «lMoBTOpUTbL» [N BCeX TeCTOB, Toraa
KO/IMYECTBO aHa/IN30B BCEX TECTOB 6yaeT yCTaHOB/EHO OfMHAKOBbLIM.
Haxxmute kHonky «OK», cuctema 3aKpOeT 4ManoroBoe OKHO, COXPaHMB KOJIMYECTBO aHaIN30B,
BEPHETCA K TeKylemy OCHOBHOMY MeEH W OOGHOBWUT CMNUCOK 06pasLoB M CMWCOK TECTOB.
Haxmnte KHOMNKy «OTMeHa», CUCTEMa 3aKpOoeT [AMasiorOBOE OKHO, He W3MEHWB KOJIMYECTBO
aHasn30B TeCTOB.

7.5.4. OTyet

[ns nposepkn 06pasLia, KOTOPbIA MPOLLEe U3MePEHNE HYXXHO HaXaTb KHOMKY «OTYeT».
YcnewHo BnOMHEHHbIM obpasel, 6yfeT OTMeYeH 3HaYKoM «V» U He OyfeT BO3MOXHOCTW €ro
M3MEHEHWS W MOBTOPHOIrO aHanun3a.
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7.5.5. TMeyatb

Haxmute KHOMKy «lleyaTb», 4TOObl OTKPbITb [MANIOroBOe OKHO «[lleyaTb». CM.
PucyHok 7-5.

AL

m OnOp«»maA

YNUMHHAA

fitamgH 1 »

F&r\/gf

* O4BT Cravk

0K Qi

PUCyHOK 7-5. MeHIo neyatun pesynbTaToB U3MEpPEHUS.

Mocne ycTaHOBKM [Auana3oHa W Qopmata Meyatm Haxmute KHOMKYy «OK». Ecim
HaCTPOMKM MeyvaTn BEPHbI, CUCTEMA 3aKPOeT AWanoroBoe OKHO «[leyaTb», pacnevaraeT 3anvcb
N BEPHETCA K TEKYLLLeMy OCHOBHOMY MeHI0. Ecnm HaxaTb KHOMKY «OTMeHa» cucTeMa 3aKpoet
[Manorosoe OKHO U He pacreyaTaeT 3anucb, BEPHYBLUNCH K TEKYLLEMY OCHOBHOMY MEHIO.

7.5.6. Tllepepaya gaHHbIX B JINC

Ecnn cuctema He nogkntoyeHa K cepsepy JIVC, TO npu HakaTun KHOMKN «CBA3b»
NnosiBUTCA AManoroBoe OKHO C 3anpocom. CMm. PUcyHok 7-6.

MNogackaska

e B Haaoswee BpemMs LIS oTkNoueH. Bbl XOTUTE NOAKIIOUNTLCA?
Na Het

PucyHok 7-6. OKHO nogkntoyeHus K cepsepy JINC.

Mocne ycnewHoro coeanHeHns ¢ JIVC, nosiBATCA AnManoroBoe okHO «CBsi3b». CM. Puc.
7-7.
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QrHt

MBI
o IbKympudlaineh
KO Y"3aHHBS 3BCMCb

29

Hauwo O'\/H‘b.

PucyHoK 7-7 OKHO nepefayn faHHbIX 06pasLoB

B 3TOM OKHe ycCTaHaB/MBaeTCA [Auana3oH 3anucein pgna nepegaun. Ecnm  cBssb
YCTaHOB/IEHA, HAXXMUTE KHOMKY «Hayano». Ecnu Bbl BbIOpain 3anucb, B KOTOPOW HET AaHHbIX
06 wu3MepeHun 3TOro ob6pasua, MOABUTCA [MAIOTOBOE OKHO C coobuieHvem «HeT 3anucu
[aHHbIX B Bbl6paHHOM fAuanasoHel». lMocne HaxaTua KHONkM «OK» fmanoroBoe OKHO OygeT
3aKpbITO, M OTKPOeTCA OKHO «CBA3b». EC/iM BbIGOP M BBOJ BEPHbI, CUCTEMA HAaYyHeT nepegavy
BbIOpPaHHbIX 3anuncei, 3aKpoiTe ANaNOroBOe OKHO M BEPHUTECH K TEKYLLEeMY OCHOBHOMY MEHIO.
Haxas KHOMKy «OTMeHa», cucTemMa He BbIMOMHUT 0OMeH JaHHbIMU, 3aKPOeT ANanioroBoe OKHO
«CBA3b» N BEPHETCH K TeKyLLeMy OCHOBHOMY MeHH0.

7.5.7. CkaHnpoBaHue wtpux-koga (Mpu Hannumm ckaHepa)

Haxmute  KHONKy  «CKaHMpOBaHMe»,  4TOObl  OTKPbITb  AMANOroBoe  OKHO
«CKaHupoBaHue». CMm. Puc. 7-8.

CkaHupoBaHne X

(8 CkaHupoBaTb BCE MO3unummn

Q CkaHupoBaTb yKa3aHHbI
Anana3oH MecTonosoXeHns

CrapToBas
nosuuus

KoHeuHasa no3umuma. boO

Hauano OTmeHa

PucyHok 7-8. OKHO CKaHMpPOBaHUSA LUTPUX-KOA0B 06pasLioB.

B 93TOM OKHe YCTaHaB/MBAeTCS [AMana3oH LUTPUX-KOAOB, KOTOpble HEOoGXOAMMO
CKaHMpoBaTb. [ocne BbIGOpa AvanasoHa HaXMWUTE KHOMKY «[lyck». ECnM BCe HACTPOWKM
BEPHbI, HAYHETCS CKaHWPOBaHMe WTPKUX-KOA0B. Bo Bpemsi CKaHMpOBaHMS B 0611aCTU COCTOSHUS
oToGpaxkaeTcsi «CKaHMpoBaHWE  LUTPUX-KOAa ..». [locne  3aBeplUeHWst  CKaHMPOBaHUS
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coobLeHMe He GyaeT 0To6paXKaTbCs B 061aCTV COCTOSHMS. [ocne CKaHMPOBaHWS LITPUX-KOAOB,
CKaHMpoBaHHas WHGopmaLus GyAeT 3aHeceHa B COOTBETCTBYIOLLEE MOMe pPeAakTUpPOBaHWS W
aBTOMATMYeCKM CoxpaHeHa. [ns o6pasua, He MMEIOLEro LWTPUX-KOA, B NoJe pefakTMpoBaHus
6yeT 0ToGpaXaTbCs 3HaueHMe Mo yMoMYaHuto. HaxaB KHOMKY «OTMeHa», AManoroBoe OKHO
«CKaHnpoBaHne» 6yeT 3aKpbITO.

7.5,8, OcBo6OXAEHME NO3ULMIA

Haxmunte KHONKy «OcBO60A. MO3MLMIO», YTOObI OTKPbLITL AMaN0roBoe OKHO «OCBO6OA.
nosuunto». CMm. PucyHok 7-9.

X -|LL (O]

BbICBO6,nMo3viMms

0 BbicBO6OANTL BbIOPAHHY NO3UK

BbicBo60oanThL Bece Mosnuymn

OK OTMeHa

PucyHoK 7-9. OKHO 0CBOOOXAEHWSA NO3nLNIA

B 3TOM OKHe Bbl MOXeTe BblOpaTb «BbICBOGOAWTL BbIOPAHHYKO MO3ULMIO» WK
«BbicBO6OAMTL BCe Mno3vumu». Ecnn Bbl BblGpasim «BbICBOGOANTL BbIOPAHHYHO MO3ULMIO»,
o6pasel, B BbIOpaHHON Mo3uLmKn ByaeT ouunweH (ero cratyc 6yaeT: He NPOTECTMPOBaH WU He
3aKOHYeH); ecin Bbl Bbl6pann «BbICBOOOAMTL BCE MO3MLMMW», CUCTEMA OYMCTUT BCE MNO3ULMM
o6bpas3uoB (cTtaTyc 06pasyoB OyfgeT: He MPOTECTUPOBAH WM He 3aKOH4YeH), 3aKpoiTe
[MafioroBoe OKHO M BEPHUTECb OCHOBHOMY MeH0. Mpu HaXatum KHOMKU «OTMeHa» cuctema
3aKpoeT f1aniorosoe 0KHo «OcB060. MO3ULMIO» N BEPHETCA K OCHOBHOMY MEHHO.

7.5.9. TMOBTOpPHbIW TeCT

O6pasybl, KOTOpble He MPOBEPeHbl MNOMIHOCTbIO, He MOryT OblTb  MOBTOPHO
npoTecTnpoBaHbl. Korga npnbop HaxoauTcs B peXkume naysbl, MOBTOPHBIA TECT He pa3peLLeH.
HaxkmuTe KHOMKY «[M0oBTOP», UTOObI OTKPbITh AManoroBoe okKHO «loBTop». CM. PucyHok 7-10.
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MosTop

Mo3.06p-ua Mo3.06p-uall

ElBbi6paTtbh BCE OHIL

MoBTOp
AT3
0-Dimer FDP LA WAV H
v Wt X wv IX

O6paboTka pe3ynbTatoB NOBTOPHOrO TeCTHpOBa M4

® HenocpeacTBexXio nepenucaTs pesynbTaTsl nNpeablaylly
OBosbmem cpegHee U3 4ByX pe3yNbTaToOB B KAYECTBE PC

O Moka3biBaTh pe3ynbTaThl ABYX 06pa3y0B pasgenbHo

O He nopckasbiBali MHe B cneaytolidlii pas

OK OTmeHa

PucyHok 7-10 OKHO MOBTOPHOIO TeCTUPOBaHUA.

B 3TOM OKHE MOXHO Bbl6paTb 3/1EMEHTbI A1 MOBTOPHOrO TECTMPOBAHWS, a Takxke
cnocobbl 06paboTKN pe3y/bTaToB MOBTOPHOrO TECTUMPOBaHMA. B cnyyae nonyyeHus pesynbrarta,
KOTOpbIli BbI3bIBAaET COMHEHUS B MPaBUIbHOCTM, B TOM 4MC/E NpW MOAO3PEHUN Ha BAUSHUE
MHTEP(EPEHTOB, CNeayeT BbIMOJHUTL MOATBEPXKAAOWMIA TecT. [ns 3Toro Heo6Xo4uMo
aKTUBMPOBATb (ByHKUMO HIL npu BbINOAHEHUM MOBTOPHOrO W3MepeHus. [ns BbINOMAHEHUS
MOBTOPHOTO TECTMPOBAHWS HaXXMWUTe KHOMKY «OK». [Mpu HaxaTum Ha KHOMKY «OTMeHa»
cuCTeMa 3aKpoeT 41anoroBoe 0KHO «[OBTOP» U BEPHETCA K OCHOBHOMY MEHIO.

7.5.10. KpuBad peakuum

HamMuTe KHOMKY «KpuBas peakuuu», 4yToObl NPOCMOTPETb FpaduK KpKBOWA peakLmu,
COOTBETCTBYHOLLMIA BbIGPAHHOMY TeCTy.
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FnaBa 8 KoHTponb KayecTBa

8.1. Hactpoliku KoHTponsa Kauyectsa

ABTOMaTMueckmnin Koarynometp «Technology Solution 190» MoxeT oTobpaxaTtb 365
TOYEK KOHTpona kayectBa. C BO3MOXHOCTbHO OAHOBPEMEHHOrO XpaHeHus 24 BUAOB

KOHTPOJIbHbIX MaTepunasos.
B rnaBHoOM MEHK0 HaXMUTe KHONKY «MeHHo» KoHTponb KauyecTsa HacTpoliku
KOHTPOS KayecTBa, YTOObI BOWTU B HACTPOMKM KOHTPONs KadvectBa. CM. PucyHok 8-1.

IMmiMe™

WK eApHaUHL ¥HL

M m iwtfpjH + luan n.nrean u* T umun

PrcyHOK 8-1. MeHI0 HaCTPOMKM KOHTPONA KayecTsa.

HanmeHoBaHMs TecTOB oTOGpaxkaroTca cresa. VHpopmauus o KoHTpone Kauectsa u
VH(opMaLua 0 napamMeTpax, COOTBETCTBYIOLWMNX KaXAOMYy TECTy, oTobpaxaroTca cnpasa. Ecnu
napameTpbl KOHTPONA KayecTBa YCTaHOB/IEHbI A/1F BbIOPAHHOr0 TecTa, OHW BGyAyT 0TOOPaKEHbI
B napameTpax; ec/in napameTpbl He YCTaHOB/IEHbI, TO OTOOPaXKAKTCA 3HAYEHUSA MO YMOYAHWIO.
Becb crnvcok cocTouT 13 24 BapnaHToB mMartepranoB KOHTpons Kayectsa.

OUEeHKY pe3ynbTaToB KOHTPOMA MPOBOAAT C WCMO/Mb30BaHWEM KOHTPO/bHbLIX MpaBun
BecTrapga. C aTol Lenbio exxelHeBHO NPOBOAUTCA MO OAHOMY U3MEPEHUIO AN1F KAXKAOr0 U3 2-X
KOHTPO/NbHbIX MaTepuasioB (C HOPMasbHbIM W MaTONOrMYECKUM COfepXKaHneM nokasaTeneit)
WAX MO [Ba W3MEPEHUS B O4HOM WM TOM e KOHTPO/bHOM Mmartepuane. B npouecce OLEHKU
pesy/nbTaToB WUCMONL3YKT rpaguky JleBu-[pKeHHUHIca AN KaXk4oro W3  KOHTPO/IbHbIX
marepuanos.

8.2. MaTepuanbl KOHTPO/IA KayecTsBa

Haxxmute KHonKy «MaTepran KK», 4Tobbl OTKPbITb Ananorosoe okHo «MaTepunan KK».
CM. PucyHok 8-2.
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MiganHK

Da»NeKK QC1

HanmeHoBaHue 1TS KoHTponb H

MaTtepuana
Cepus Ne. 203050
YpoBeHb [CpepHwii -J

Cpok rogHoctn  21.052024 Q-

OK OTTneHa

PucyHok 8-2. OKHO MaTeprasioB KOHTPO/S KayecTsa.

daiin KK - 370 BblbpaHHbIA (hailn M3 CnNucka KOHTPONsS KavectBa. Bbl MoXxeTe
YCTaHOBUTb Ha3BaHWEe KOHTPO/MLHOrO MaTepuana, Ne cepuu, YpoBeHb W CPOK TOAHOCTW.
Haxmunte KHOMKy «OK». EcCnuM Bce HAcTPOMKM MNpaBU/ibHblE, CUCTEMa 3aKpoeT AuManoroBoe
OKHO, COXpaHUT HacTpoinkn napameTpoB KK 1 BepHETCS K MEHK KOHTPONs KauvecTBa. Ecnm
KaKoWi-nmbo napameTp HeBepeH, MOSABATCA OKHO C MOACKa3KOM, Mpu 3TOM nepsas owwnbka 6yaet
nogceeyeHa. Haxmute KHonky «OTMeHa», CUCTEMAa 3aKPOEeT [ManoroBoe OKHO KOHTPOSS
KayecTBa, W BEPHETCA K OCHOBHOMY MEHIO.

8.3. CoxpaHeHue

Korga Bce napameTpbl M MH(OPMAaLMs YCTaHOBMEHbI MNPaBUIbHO HaXMWUTE KHOMKY
«OK». Ecnn Bce HacTPOWKWN NpaBu/ibHble, CUCTEMA COXPAHUT HACTPOMKN M OGHOBUT TeKYLLWIA
CMMCOK KOHTPONA KayecTBa. ECnv kakoi-nnbo napaMeTp HeBepeH, NMOSBUTCA COOTBETCTBYIOLLEe
OKHO MOACKa3KM Mpu 3TOM nepBasi OwwMOKa OyAeT MOACBEYeHAa WM HACTPOMKM COXPaHEHbl He
oyayT.

8.4. Npatmkn X

CpefHee apuU()MeTMYECKOe 3HayeHWe [MO03BONSIET OUEHWUTb peasibHOe 3Ha4yeHue
nccnefyemoro napametpa KOHTPONbHOro ob6bpasua. LleneBoe cpefgHee apumeTUUECKOe
3HayeHune wuccneayemMoro napameTpa nNpeaBapuTeNbHO aTTecToBaHO M YyKasaHO B nacnopTe
KOHTPONbHOW MnasMbl ANA KaXaol cepun Habopa.

8.5. Npathnkm kKoHTpona KavecTtsa (Fpaukn JleBn O)KEHHUHTCA)

Haxxmute KHOMNKy «pad. KK» Ha naHenm MHCTPYMEHTOB MM KHOMKY «MeHto» -> KK
Onarpamma KK, 4To6bl BOTK B MEHIO rpaddMKoB KOHTpOns kavectBa. CM. PUCYHOK 8-3.
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PrucyHok 8-3. MeHo rpadimKoB KOHTPO/SA KayecTsa

CneBa HaxofsATCA BapuWaHTbl KOHTPONE/ KayecTBa M WHMOPMauus O napameTpax
KOHTpO/Een KayecTBa, BK/OYas HauMmMeHOBaHWe TecTa, (bainna QC, ypoBeHb U CPOK FOAHOCTM.
CnpaBa oToGpaxarTcs rpagmku KoHTponel KkadvectBa (rpaduku JleBu-I>keHHUHrca). B
Tabnuue KK oTtobpaxkaetca konmdectBo Touek KK (N) u pacuet cpegHux, SD (cpepgHee
KBafpaTuyHoe OTKNOHEeHKNE) U CV (%) (KoaduumneHTa Bapuauumn) KapT J1eBU-LKEHHUHTC, Ha
KOTOpble €XXe[HEBHO WM U3 CEPUN B CEPUID HAHOCATCA pe3ynbTaTbl M3MEPEHWUS KOHTPO/bHbIX

maTepuanoB. Takue rpauky CTPOATCA [A/19 KaKAOro TecTta U A8 KaXA0oro YPOBHA
KOHTPOJIbHOrO MaTepuana.

8.6. lMNpasuna BecTtrapga

HacTpoilkm KOHTpONs KayecTBa MO3BO/MANOT 3ajaBaTb MpasBwuna BecTrapga pans
OTCNEeXMBaHNUA CTATUCTMUYECKMX MapamMeTpoB MOJlyyYaeMblX Pe3ynbTaToB, a TakKXe BbISIBIEHUS
CAydYaliHbIX WAN CUCTEMATMYECKMX OWNOOK. HacTpoliky npeAcTaBieHbl  Ceaytowmmim
npasuiamu:

* R/As OTKNOHAKTCA, Korga 1 KOHTPO/IbHOE W3MEPEeHMe B rpynne MpeBblllaeT cpefHee
+2S, a Ipyroe rpesbIlLaeT cCpefHee -2s;

* 4/Is oTKNOHAKOTCA, Korga 4 nocnefoBartesibHbIX KOHTPO/IbHbIX U3MEPEeHUs MPeBbILAKT
OAHO Y TO e cpefHee +1S 1y 0f4HO 1 TO Xe cpefHee 3HayYeHue - IS KOHTPO/IbHOTO npejena;

10x oTknoHsTCA, Korga 10 nocnefoBaTefibHbIX KOHTPOMbHbLIX M3MEPEeHWIn nafjatoT ¢
OAHOI CTOPOHbI OT CpeAHEro
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MnaBa 9 OTyeT

Haxmute KHOMKy 6bICTPOro goctyna «OTYeT» Ha NaHenn WUHCTPYMEHTOB UMW KHOMKY
«MeH»  «OT4YeT», YTOObl BOUTU B MeHIO «OTUeT». Cm. Puc. 9-1.
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PucyHok 9-1. MeHI0 OTHETOB.

B wuHTepdeiice Bbl MOXeTe BBOAUTb / peAaKTMpoBaTb WH(oOpMauuio 0 [LILMeHTe.
npocMaTpuBaTh ¥ NPOBEPATb Pe3ynbTaTbl TECTUPOBAHMSA, pacneyaTbiBaTb OTYETbl 06 aHaNM3ax
1 0TOBpaXaTb apXMBHbIe faHHble 06bIYHbIX U STAT 06pa3LioB.
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MnaBa 10 KannbpoBKa

10.1 KannbpoBouHas KpuBas

HaxxmnTte KHOMKy «MeHio» A «KanubpoBka» ~ «Kannbpos-si KpuBas», YTOObl BONTK
B MeHI0 «KanmbpoB“Akpueas». CM. PucyHok 10-1.

r—ur

PucyHok 10-1. MeHI0 Ka/IMbpOBOYHON KPUBOMA.

Bbl  MOXeTe MpPOCMOTPETb  MH(OpPMaLMIO O  KaiMbpoBKe, COOTBETCTBYIOLLYHO
BbIOpaHHOMY TeCTy, BK/OYas HEKOTOpble MapaMeTpbl HACTPOMKM KanMOpPOBKW, [AaHHbIE
Ka/IMOPOBKN M KaMOPOBOUHYIO KpMBYID. HaKMUTe KHOMKY «[leyaTb», 4TOObI pacredvararb
KaSIMOGPOBOYHbIE aHHble M KannbpOBOYHYH KpMBYKO MapaMeTpa, 0TOOpaXKaeMoro Ha TeKyLlem
NHTEpeiice.

10.2 ABTOoMmaTuyeckas KanubpoBka

HaxmuTe KHOMKy «MeHto» -> «KannbpoBka»  «ABT. KaJiMbpoBKa», Y4TOObl BOWTU B
MEHI0 aBTOMaTM4ecKol Kanméposku. CMm. PucyHok 10-2.
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PucyHok 10-2. MeH0 aBTOMaTUYeCKOM KannbpoBKW.

10.3 HacTpoliky napamMeTpoB KanmbpoBKK

HaxxmnTe KHOMKY «HacTpolika», 4To6bl BBECTW, HaVMeHOBaHMe KanmubpaTopa, Cepuio,

CPOK rOfHOCTU, KO3IPMULNEHT pasBeeHNs 1 3Ha4YeHMe CTaH4apTHOro Marepuana . Cwm.
PucyHok 10-3.
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PucyHOK 10-3. MeHIO HacTPOIiKM pexxnma aBTOMaTUUYeCKO KannbpoBKM.

Bbl MOXeTe BbIGpaTb pPeXxum pasBefeHus W rpynny Ko3@uUUMeHTOB pa3bas/ieHus,
BBECTM 3HayeHue Kanubpatopa. Korga pexxum pa3baBrieHUs YCTaHOBNEH B MOJIOXKEHUM
«BpyuHyto», TO Nnone co CNUCKOM KO3(¢mMLMeHTOB pa3basfieHns He 6yneT nossnatbcd. Korga
PEXMM pa3baBNneHns YCTaHOBMEH B MOMOXEHUe «ABTO», NapaMeTpbl rpynnbl KO3DOULMEHTOB
pa3baBneHns MoOryt ObiTb BblbpaHbl W3 BbiMajalollero cnvcka. [lapameTpbl  rpynnbi
KOa(h(hMLMeHTOB pa3baBfieHns pasfeneHbl Ha napameTp (onpefeneHHbli Nonb3oBateniem) W
npesycTaHOB/IEHHbIE MapameTpbl pasBefeHns M3 BbiMafarollero crnucka. Boibepute nosmumio
pa3taBuTens u3 COOTBETCTBYIOLLErO CMWCKa, BBEAMTE HOMepP Cepun Kanubparopa W ero
CTaHfapTHOe 3HauveHue. Ecnm Heobxogum BBOA rpynnbl KannmbpaTtopoB C YXKe M3BECTHbIMM
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napametpamn (He TpebyOWMMN aBTOMATUYECKOrO pa3BefeHus), pexum pasbdaBfieHus
yCTaHaBNMBAeTC B TOMOXEHUN «BpyuHyto». 3aTeM BBOAATCA 3HAYeHWs KaXAoro u3
KanubpaTopos.

Haxmute kHonky «OK». Ecnv BBOA AaHHbIX KOPPEKTEH, CUCTEMA COXPAHWUT HACTPOMNKW,
3aKpoeT AManoroBoe OKHO YCTaHOBKM W BEPHETCA K TEKyLLeMy OCHOBHOMY WHTepdeicy. Ecnm
BBOZ, HEBEPHbIA, MOABUTCA OKHO C NMOACKa3KOW.

Korga HacTpoiika KannMbpoBKW 3aKOHUYeHa, HaXMWUTE KHOMKY «HayaTb TecT», BBeauTe
NH(OPMaLMIO O PacrofioXXeHU KannmbpoBOYHOIO MaTepuana B AManoroBoM OKHe «ITyCK» K
HauHWUTe KanmbpoBKy. COCTOAHME TecTa M pe3ynbTaTbl ByayT 0TOOpaXaTbCa B CMUCKe LaHHbIX
Ha nHTepgence KannbpoBKM.

HaxmMuTe KHOMKY «PeakUWOHHas KpuBas», 4TOObl MPOCMOTPETb KPMBYIKO peakuuu
KaK4OM KasmbpoBOYHON Touku. Korga TecT 3akOH4YeH, KaimbpoBouHas KpuBas OygaeT
aBTOMAaTUYEeCKM HapucoBaHa B COOTBETCTBUM C BbIGPaAHHbIM METOLOM pacyeTa.

Haxmute KHOMKy «COXpaHUTb KPUBYHO», YTOObI COXPaHUTb TEKYLLYHO Ka/lMbpOBOYHYHO
KPVBYHO 1 06HOBUTH BUA KaMOPOBOYHOI KPUBOW KaK MOATBEPXKAEHHON.

Haxmute KHoOMKy «[lMeyatb», 4TO6bI pacrneyararb AaHHble KaIMOPOBKM N KPUBYIO.

10.4 PyyHas KanubpoBska

Haxmnte KHOMKy «MeH0» «Kannbposka» «Py4. Kannbposka», 4T06bl BONTW B
MEHIO HaCTPOWKN py4HON Kannbposku. CMm. PucyHok 10-4.

iBsaaieasai
PucyHOK i0-4. MeHI0 py4HOli KanmbpoBKu

Mocne BbI6GOpa 3neMeHTa Bbl MOXETe BblOpaTb MapameTpbl KaJMbpoBKM, BBECTU
Ka/IMBGPOBOYHbIE JaHHbIE 1 BbIOPaTb MeTo4 pacyeTa. HakmuTte KHOMKY «IMOCTPOEHME KpUBOIA».
Ecnn BBOA KanMOPOBOYHbLIX [aHHbIX AEWCTBMTENEH, 0TOOPa3UTCA KannbpoBOYHas KpuBas; B
NMPOTMBHOM Cflydae MNOSBMTCA COO6OLLEHWe C NOACKas3KoW. Haxmute KHOMKY «COXpaHUTb
KPUBYHO»,  4TOObl  COXpPaHUTb  KaMBPOBOUHYK  KPUBYHD U OBGHOBMTL  MHTepdeiic
«KannbpoBoyHas KpuBas» B KauyecTBe [OMYCTUMON Ka/lMbpOBOYHOW KpWBOM. HaXmnTe KHOMKY
«[MeyaTb», YTOObI pacneyaTaTb AaHHble KaIMBPOBKN N KPUBYIO.

72

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



ABTOMaTnyeckuit koarynometp «Technology Solution 190». PykoBoACTBO N0 aKcnnyaTauyuu

10.5 WcTtopua KanubpoBKu

HaxxmuTe KHonKy «MeHto»  «KannbpoBka  cTopus KanmMbpoBKM», UTOObI BONTU B
MeHt0 «/cTopus KanmbpoBkm». CM. PucyHok 10-5.
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PucyHok 10-5. MeHI0 nctopun KannmépoBKMu.

PasnnyHble unCTOpUM  KanMOPOBKM  MOXHO NpocmarpuBaTb B 3aBUCUMMOCTU  OT
npuBunernii nonb3osarens. AAMUHUCTPATOP MOXET MPOCMOTPeTb BCe WCTOPUM KannbpOBKM,
BbIMOJIHEHHbIE aAMWHUCTPATOPOM; WHXeHep 06CNYyXMBaHUA W Bbille MOXET npocmarpuBaTtb
BCE UCTOPUM KaMBPOBKM.

Haxmute KHOMKY «[lleyaTb», 4TOObI pacnevataTb BCe 3anucy B CMUCKE UCTOPUU
KanMbpoBKW, HO AaHHble KaMMOPOBKKN He ByayT HanevaTaHsbl.
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Caasa 11 ARaANTHYECKHE XapaKTEPHCTHKH

11.1 Kosddaunenr papuanun (BOCAPOH3IBOIHMOCE).

Ko3QULHEHT BapHALAH METOAA 3aBMCHT OT HcmonkayeMoro Habopa pearentos. 3a
AaHHOM nudopMauneil obpaiuafitech K HHCTPYKUWH MO OKCIUTYSTALMH COOTBETCTBYIOUIETO
Halopa pearcHTOB, B TOM YWCHE, yKa3aHHLIX B M. 1.7 HacTOALIEro pyKOBOACTSA.

11.2 YyscreaTeasHocTs (npeaen obnapyxenus).

YyBCTBHTE/ILHOCTL METOAA 3ABHCHT OT HCMOAB3YEMOTO Halopa peareHTos. 3a AaHHON
usipopmaumeii oGpawalitech K HHCTPYKUMH NO 3KCIUIYaTalHHM COOTBETCTBYIOWMIEro HaGopa
peareHTOB, B TOM YHC/IE, YK83aHHBIX B M. 1.7 HACTOAUIEIO PYKOROACTBA.

11.3 JIuneiinocTs (AHANA30H HIMEPEHAR).

JluHefiHOCTL MeTOAa 3aBMCHT OT MCNOAb3yeMoro Habopa peareHTOB. 3a JAaHHOi
uHpopmauuei obpataiitech K HHCTPYKUMH NO 3KCILTYaTAUdH COOTBETCTBYIOWEr0 HaGopa
peareHToB, B TOM HHCNE, YKA3aHHBIX B 1. 1.7 HacTosWero pykoBOJICTEA.

11.4 Bauanne natepdepentos.

Mpougcc UIMEPEHMS B NPHCYTCTBHM PasM4HLIX HHTephepeHTOB yKalaH 8 0. 2.3.
Takxe ofpataditecs K HHCTPYKLIHK N0 SKCITYaTallMy COOTBETCTBYIOLICTO Habopa pearcHTos, B
TOM YHCTIe, YKA3aHHBIX B 1. 1.7 HACTOAWENO pyYKOBOACTBA.

11.5 Orpaangenne meroaa.

OrpaHHYeHUA NPH  HCTIOAL3OBAHMM  MEAMLIHHCKOND  M3ACNHA  ONPEACNAIOTCH
BOMONOrHMECKUM MaTepHaioM, B KOTOPOM MPOBOAWTCH HWccneaosanue. JIna  ananusa
MCTONBL3YETCA TNA3MA KPOBH 4ENOBEKA, CTaDMIMIMPOBAHHAA AHTHKOArYSAHTOM (LMTpPAaTOM
narpusn). Jlioboh Apyroil marepuan CUMTACTCH HEMPEAYCMOTPEHHLIM. TaKKe ANA YTOYHEHHA
orpannyeHKii ofpawaiiteck X MHCTPYKUMH TIO 3KCIUTYATAlHH COOTBETCTBYowero waGopa
peareHTOB, B TOM YMCIIE, YKA3aBHBIX B . 1.7 HAacTOAIETO PYKOBOACTBA.

11.6 Jocrynnote pedepeHTHhIe MATEPHADL,

B xauectTse pedepeHTHLIX MAaTEpHanoB MOFYT BLICTYNaTh KOHTPONBHLIE MNA3MbI AN
COOTBETCTBYIOIUMX METOAOB 8HAAH3a, B TOM uMCAe, YkasaHHeie B n. 1.7 Hactosuwero
PYKOBOACTBA.
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MnaBa 12 HacTpoWKKN cucTeMbl

121 [OononHuTenbHble PYHKLUM

Haxmute KHOMKY «MeHio» «HacTtpoiika» «[on. ¢QyHKUUM», 4T06LI BONTU B
MEHH HaCTPOWMKWN AONONHUTENbHbIX YHKUMIA. CM. Puc. 12-1.
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PucyHoK 12-1. MeH0 HaCTPOMKMN AONONHUTENbHBIX (DYHKLMWIA.

Bbl MOXeTe yCTaHOBUTb pPeXum BBOZa HOMepa o6pasua (BKYas PyyHOW BBOL U
aBTOMaTUYeCKoe yBeNMueHne HoMepa o6pasLia). 1 pexxuma aBTOMaTUYeCcKOoro yBe/IMyeHus Bbl
TaK)XXe MOXeTe Bbl6paTb, MCMO/Mb30BaTh MPenKC ANA HyMepauunm unu Het; «[locne nNpoBepku
OfHOW 3anncu aBTOMATUYeCKW MepenauTe K Chedyrollei 3anucu, noffexalleid ayauTy»;
MoBTopHasa nposepka; CurHan Tpesoru; WHdopmauus o6 obpasue / naumeHTe; Bpems uepes
KOTOpoe ByZeT BK/OYEH CMALLMIA PEXUM U T. A.

HaxxmnTe KHONKy «COXpaHUTb», W CUCTeMa OMNpesennT NpaBuU/bHOCTb HacTpoek. Ecim
BCE HACTPOWKW nNpaBu/ibHble, HACTPOMKM OyAyT COXpPaHEeHbl; €ecin Kakoi-nnmbo napameTp
HeBEepeH, NOABUTCA BCMN/biBalOLLEe COOBLLEHME C NEPBO OTMEYEHHOW OLIMOKOW.
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12.2 lMeyaTb

Haxmute kKHoOnkKy «MeHio» «HacTtpoika» «[eyaTb», 4TOGbI BOMTW B MEHIO
HacTpoikn neyatn. Cm. PucyHok 12-2.
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PucyHok 12-2. MeH0 HacTpOWKKW MmeyaTu.

Bbl MOXeTe BblOpaTb MPUHTEP MO YMOMYaHWIO, 3arofioBOK OTYeTa, (hopMmar OTyeTa,
3aMeTKM K OT4YeTy W aBTOMaTU4ecKyt neyaTb (aBTOMaTWYecKoe BK/HOYeHUe / BbIKOYeHue /
neyatb nocne NPOBEPKM) U T. A.

Haxmute kHoOMKy «CoxpaHuTb». Ecny Bce HACTPOWKM NpaBW/bHbIE, HACTPOMKM Neyary
OyayT COXpaHeHbl; ECNN KaKOi-1Mbo napameTp HeBepeH, MOSBUTCA BCM/blBatoLLee COobLLeHne
C NepBO OTMeYEeHHOW OLUMOKOI, a HACTPOMKIN NeyaTy He ByAyT COXpaHeHb!.

HaXmMuTe KHOMKY «HacTp-KM napam-B», 4TOObl OTKPbITb OKHO  HAacTPOIKM
nonb30BaTe/Ib,CKOro cogepXxunmoro nevatn. Cm. PucyHok 12-3.
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PucyHok 12-3. Onpegensiemblii Nofb3oBaTesieM UHTEPMENC AN NevaT COAEP>KUMOTO.

Bbl MoXeTe YCTaHOBUTb COJEPXXaHWE TMeYyaTh, KakKue nonAd 6y,qu HaneyataHbl B
3aroJsioBKe N Kakue 6y,qu HamneyataHbl Ha HMXXKHEM KOJIOHTUTYNE, a TakKXe HaCTPOUTb NOpAAoK
neyvatu.
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ABTOMaTMyeckunii koarynometp «Technology Solution 190». PykoBoACTBO MO 3Kcnayatauum

12.3 TMapameTpbl, oNpeaensemMbie Nosb3oBaTeNnem

Haxxmute KHONKy «MeHo»  «HacTpoiika»  «HacTp-Ku napam-B», 4To6bl OTKPbITb
OKHO HacCTpOMKMW Ans BBOJAA M0Jb30BaTe/IbCKUX napameTposB. CM. PucyHok 12-4.

wa/t

PucyHok 12-4. MeH0 NapaMeTpoB, OnpeaensemMblX Mosib30BaTesneMm.

Korga B crnucke HeT AaHHbIX, OyaeT BblesieHa TO/IbKO KHOMKA «[06aBUTb», & «eiw nxu
«Peflak-Tb» M «YOaUTb» Bbl4eNeHbl CEPbIM LIBETOM.

HaxxmnTe KHOMKY «[106aBWUTb», YTOObI OTKPbITh AMANOroBoe OKHO «J[06aBuTb». CM.
PucyHok 12-5.

[o6aBuTb

Monn, nma napam-pa -_—

CoOKp. M napam-pa

Oonuun pesynbrarta

(Ecnu cyw,ecTByeT HECKO/IbKO BapUaHTOB,
pasgenurte ux
Ep.m3m
®opmart gaH-x
P/ .anan-H 1

Ped.gnan-H

OTmMeHa

PucyHok 12-5. MeHto f06aBneHnNs nonb30BaTeIbCKMX napameTpos.
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ABTOMaTUuYecknii koarynometp «Technology Solution 190». PykoBOACTBO N0 aKcnayaTtaynm

Bbl MOXKeTe yCTaHOBWUTb MOMIHOE MMSi NMapameTpa, COKpalLeHHOe UMS napameTpa, Onumm
pe3ynbTata, eAUHWUUbI U3MepeHus, (opmaT AaHHbIX, peepeHTHOe 3HayeHWe W AuanasoH
petepeHTHbIX 3HAYEHWIA.

HaxmunTe kHonKy «OK». Ecnu Bce HaCTPOVKM BepHbl, CUCTEMa 3aKpPOeT AWanoroBoe
OKHO «[]106aBUTb», COXPAHUT YCTAHOBNEHHbIE MO/Ib30BATENEM 3HAYEHUS NapamMeTpOB, BEPHETCA
K TEeKyLeMy OCHOBHOMY WHTepgeincy M O6HOBMUT CMWUCOK MNapaMeTpoB, OnpejeneHHbIX
nonb3osarenieM. Ecnv kakoi-nubo napameTp HeBepeH, MOSBUTCA OKHO C 3anpocoM, Npu 3TOM
nepBas owmnbka O6yaeT nogcBeveHa. Haxmute KHOMKY «OTMeHa», M cuUCTemMa 3aKpoeT
AnanoroBoe OKHO «[l06aBWUTb», He [00aBUT MONb30BATENbCKW MapaMeTp M BepHETCs K
TeKyLeMy OCHOBHOMY MHTepdeicy.

HaxxmunTe KHOMKy «Pefak-Tb», 4TOObl OTKPbITb ANaNoroBoe OKHO «PefakTupoBaTb». CMm.
PucyHok 12-6.

ey ¥ rpamza ABC

Co«p wwmr AC
Oonuuu pesyTallw ,ﬂ,leNpp
BEwv HECXLLI>LL
pagaesute LW V)
Tarom
depmat gam-x
e TNNH 5000
250 W1
Omn&au

PucyHok 12-6. PefjakTvpoBaHue napaMeTpoB Mo/b30BaTeNbCKOro MHTepelica.

WHpopmaums 0 pasnyHbIX napameTpax, OTOOpaXaeMblX B [AMAIOTOBOM  OKHe
«PefakTnposatb», - 3TO nNapaMeTp BblIOPaHHOro M0/b30BaTE/IbCKOro napameTpa. Ecim
napaMeTp He OblN1 YCTaHOB/EH, OyAeT 0TOOpaXaTbCa 3HaYeHWe Mo YMOMYaHUI0, KOTOPOe MOXET
ObITb N3MEHEHO M0/1b30BATENIEM.

HaxmuTte KHOMKy «OK». EcfiM HacTpoiku BCeX MapameTpOB BepHbl, CUCTeMa 3aKpOeT
[ManoroBoe OKHO «PeflakTMpoBaTb», COXPaHUT M3MEHEHWNE MapaMeTpa U BEPHETCHA K TeKyLuemy
OCHOBHOMY uHTepeiicy. Ecnn Kakas-nnbo ycTaHOBKa napameTpa HEBEpHa, MOSBUTCA OKHO
NOACKa3KMN C NepBO/i OTMEYEHHOMN OLINGKONA.

Haxkmute KHONKy «OTMeHa», U cucTema 3aKpoeT AMasioroBoe OKHO «PefaKTUpPOBaTh»,
HE U3MEHUT NnapameTpbl U BEPHETCA K TEKYLLeMy OCHOBHOMY UHTepdeiicy.

HaXmute KHOMKY «Y[anutb», W MOABUTCA COOTBETCTBYIOLLEE AMaNOroBOe OKHO.
HaxmunTe kHonky «OK», 1 cucTema yganuT BblGpaHHbIA NOMb30BaTeNeM NapaMeTp, 3aKkpoeT
OKHO MpurnaweHns, BepHEeTCS K TeKyLleMy OCHOBHOMY WHTepdeiicy M O6HOBWUT CMMUCOK
napameTpoB, OMpefesneHHbIX Monb3osatesieM. Haxmute KHoOMkKy «OTMeHa», U CUCTEMA He
BbIMOMIHUT Yy[afeHne U 3aKpOeT OKHO MNPUrialeHns 1 BepHeTCH K TeKyLLeMy OCHOBHOMY
NHTEepgelicy.
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12.4 HacTtpolika npoduns

HaxxmunTe KHonky «MeHio» N «HacTpoitka»  «HacTpolika npoguns», 4Tobbl BOWTU B
NHTepdeinc HacTpoiikn npoduns. CMm. PUcyHok 12-7.

PucyHok 12-7. NHTepdelic ycTaHOBKM Npoguns.

Bbl MOXeTe f06aBNATb, peAakTMpoBaTb U yAanaTb NPoQUN.
Korga B cnucke HeT npodwmns, KHomka «J[l06aBuUTb» MOACBEYMBAETCH, & KHOMKK
«Peflak-Tb» N «Y [annTb» HEJOCTYMHbI.

12.4.1 [o6aBneHue npoguns

HaxmuTe KHOMKy «[l06aBUTb», UTOGbl OTKPbITb AWANOroBOE OKHO «[006aBUTb». CM.
Puc. 12-8.

Wal6paTbliT ¢y

OrveHa
PucyHok 12-8. MeHto go6aBneHns npoduns.
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ABTOMaTnyeckuit koarynometp «Technology Solution 190». PykoBoACTBO No akcnayartauum

Bbl MOXeTe yCTaHOBWUTbL WMA nNpoguas W BbIGpaTb TeCTbl, KOTOPble [AO/KHbI
cogepxatbca B npodune. HaxmuTte KHOMKY «OK». EcnyM Bce HACTPOMKWM BEPHbI, cUcCTeMa
3aKpOeT AManoroBoe OKHO «[,06aBUTb NPOKb», COXPAHUT HACTPOMKM, BEPHETCS K TEKYLLEMY
OCHOBHOMY WHTepdielicy 1 06HOBUT CNMCOK Npodmnein. Ecnn Kakoin-nnbo napameTp HEBEpPEH,
MOABUTCA OKHO C 3arnpocoM, Mpy 3TOM repsas owwnbka 6yneT nogcseveHa. Haxxmute KHOMKY
«OTMEHa», W CUCTEMA 3aKPOeT AManoroBoe OKHO «J[lob6aBuTb», He A06aBUT MNpou/ib K
BEPHETCA K TEKYLLEMY OCHOBHOMY MHTepeNCy.

12.4.2 PepakTupoBaHue npopuns

HaxmunTe KHOMKY «Pefak-Tb», 4TOObl OTKPbITb ANaN0roBoe OKHO «PefakTnposaTtb». CMm.
PucyHok 12-9.

P«apk-Tb
Wmsa npodpunsa
Hoxtop npodpuns

Bbi6paHLWw>" TecT

PT
D-Din>er APTI
FDP ,TT
LAl FIB

LA2 [obasnTb
n

\

Vil

X

VI y
IX fawrry

XI

Xl

PCco

PCch
. PS
;a2-AP

oK

PucyHok 12-9. MeHto pefiakTMpoBaHus npoguns.

WHopmauus, oTobpaxaemas B 4UanoroBOM OKHe «PefaKTupoBaTthb», - 3T0 NapamMeTpsbl,
3aflaHHble Ans  BblOpaHHOro npouna. Bbl MOXeTe W3MeHUTb WMA MNPomuUas W TecThl,
cojepxatwymecs B npogune. Haxmute KHONKy «OKx». ECAM BCe HACTPOMKW MNpaBW/bHbIE,
cucTeMa 3akpoeT AManoroBoe OKHO «PefakTuMpoBaTb», W3MEHWUT BbIGPaHHbIA  MPOgUIb,
BepHETCA K TeKyLlleMy OCHOBHOMY WHTepeicy u O06HOBUT CMMCOK npoduneid. Ecnn
KaKoli-nmbo napameTp HeBepeH, MOSBMTCA OKHO C 3ampocoMm, Npu 3TOM nepBas ownbka byaet
noaceeyeHa. Haxmute KHonky «OTMeHa», W CUCTEMA 3aKpOeT AuanoroBoe OKHO
«PeflakTpoBaTh», He U3MEHUT NPOMKUIIb U BEPHETCA K TEKYLLEMY OCHOBHOMY WHTepdeicy.

12.4.3 YpaneHue npounns

HaXmunte KHOMKY «Y[anutb», YToObl OTKPbITH AV&N0r0BOE OKHO «YAanTb NPOpUIIb».
Cwm. PncyHok 12-10.
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Mopckaska

PucyHok 12-10. NHTepdeiic yaaneHns npoguns.

HaxmMute KHOMKY «[a», M cucTeMa yaanuT BbiGpaHHbIA Npognib, 3aKPOET OKHO
MPUrNalleHns, BEPHETC K TeKYLLEMY OCHOBHOMY MHTepdeiicy 1 0GHOBMT CNMUCOK Npodnneid.
HaXMuTe KHOMKY «HeT», 1 CUCTeMa He YAanuT Bbl6paHHbI NPOMUAbL U 3aKPOET OKHO
MPUrNaLIeHNs 1 BEPHETCS K TEKYLLLEMY OCHOBHOMY MHTepQeiicy.
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12,5 CnoBapb AaHHbIX

HaxmuTte KHOMKY «MeHo» «HacTtpoika» «CnoBapb AaHHbIX», YTOObl BONTW B
nHTepelic cnosaps AaHHbIX. CM. PucyHok 12-11.

wT
PucyHok 12-11. MeHto cnosaps faHHbIX.

Bbl MoxeTe [06aBUTb Manaty, otgeneHue JIMY, Tun nayueHTta, MoA, TWN OMNMaThI,
oTnpaBuUTeNs, TUM (DnakoHa, HasBaHWe peareHTa, AMarHo3, U NPUMeYaHus, BKIKOYas UMSA, KOf
ObICTPOro A0CTYNa, 3HayeHMe Mo ymonuyaHuto. Korfga B CrMCKE HET COAEPXMMOro, KHOMKa
«[106aBUTb» MOACBEYMBAETCS, a KHOMKN «Pefak-Tb» U «Y fannTb» HEJOCTYMHbI.

12.5.1 [ob6aBneHune B CNOBapb JaHHbIX

BbibepuTe COOTBETCTBYHOLWMIA CNOBaPb AaHHbIX U HAXXMUTE KHOMKY «106aBUTb», YTOObI
OTKPbITb ANANOroBOe OKHO «[106aBnTb», CM. PucyHok 12-12.

No6aBuTh
Manata
Kog BbicTporo
MpumeyaHns

p. Mpy BBoAE 06pasua 3TOT 3/IeMeHT
6yAeT YCTaHOB/IEH N0 YMOYAHUIO.

OK OTmeHa

PucyHok 12-12. iHTepdhelic fobaBneHns cnoBaps AaHHbIX.

Beegute uMms, Ko GbICTPOro focTyna M MNpUMeYaHns U yCTaHOBUTE ranouky «Mpu
BBOZe 06pasua 3TOT 3/ieMeHT OyAeT YCTaHOBMIEH MO YyMOMYaHuo». Haxmute KHOMKY «OK».
Ecnu Bce HacTpoViKM NpaBW/bHbIE, CUCTEMA BbINOMHUT f06aBNEHME, 3aKPOET ANANOrOBOE OKHO
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«[106aBUTb», BEPHETCA K TeKylleMy OCHOBHOMY WHTepdeiicy M 06HOBMT chucok. Ecnu
KaKon-nnbo napameTp HEBEpeH, NOSBUTCA OKHO C 3anpocoM, Mpu 3TOM MepBas Ownbka dyaet

noaceeyveHa. HaxmuTe KHOMKY «OTMeHa», W CUCTEMa 3aKpOoeT AManoroBoe OKHO «/[06aBUTb»,
He BbINOMHWT 06aBEHNE W BEPHETCS K TEKYLLLEMY OCHOBHOMY MHTepCeicy.

12.5.2 PepfaktupoBaHue cnosapsa gaHHbIX

Bbibepute 3anuMcb U3 CNUCKA W HaXMUTE KHOMKY «Pefak-Tb», 4YTOObl OTKPbITH
Avanorosoe okHo «PefaktupoBatb». CM. PUCyHoOK 12-13.

Pepsk-Tb
Tm1 Maynekta AmbynaropHbm 6ow

Kog Bboictporo 1AmMGynatopHbii 60T

Mpul.lovanusa 1

s Mpu BBOAE 06pa3sya 3TOT anepueio
6yfeT YyCTAHOB/IEH N0 yMONUYaHNI0

OK OTmeHa

PucyHok 12-13. MeHI0 pefjlakTUpoBaHUA CNoBapsa 4aHHbIX.

Bbl MOXeTe M3MeHWUTb KOZ ObICTPOro JOCTyna W NpuMeYvaHus 1 BblbpaTb «YCTaHOBUTE
3TO 3Ha4yeHMe MO YMON4YaHMIO Mpu BBOAe o6pasua». Haxmute kHonky «OK». Ecnm Bce
HacTPOMKN NpaBW/bHbIE, CUCTEMAa BbINOMHUT pefakTUpPOBaHWe, 3aKpoeT [MAasoroBoe OKHO
«PeflakTUpoBaTb», BEPHETCA K TEKyLleMy OCHOBHOMY WHTepgeicy M 06HOBMT crmcok. Ecnu
Kakoi-nmbo napameTp HeBepeH, HUKaKue W3.MeHeHWUs He GYAyT BbIMONHEHbI, U MOABUTCA OKHO
MOACKA3KN C MepBOi OTMEYEHHON OWNOKOR. HaxxmuTe KHOMKY «OTMeHa», 1 cucTemMa 3aKpoeT
[IManoroBoe OKHO «PefaKTUpoBaTb», He BbIMOMHUT pefakTUpoBaHWe W BepHETCA K TeKyllemy
OCHOBHOMY WHTepdeiicy.

12.5.3 YpaneHue u3 cnoBapsa faHHbIX

3HayeHVe No yMOMYaHWKO He MOXeT ObITb YAaleHO, U TOMbKO A06aBNeHHbI KOHTEHT
MOXHO YyfannTb. HaxmuTe KHOMKY «Y[aiuTb», 4TOObl OTKPbITb OKHO «[loAckaska». Cwm.
PucyHok 12-14.

Mopckaska

Ypankrrb Bbl6paHHy0 nHdopmaymnio?

m Het

PucyHok 12-14. MeHio yfaneHna 3anmcu B C/1I0Bape AaHHbIX.
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HaxmuTe KHOMKY «[a», W CUCTeMa BbIMOMHWT yfaneHue, 3aKpoeT AUaioroBoe OKHO
«3anpoc», BEPHETCA K TeKylleMy OCHOBHOMY WHTepdeiicy M 06HOBUT CMMUCOK. HaxmuTe
KHOMNKY «HeT», U cuCTeMa He BbIMOMHUT yAaneHne W 3aKpOeT AMaoroBoe OKHO «3anpoc» W
BEPHETCS K TeKyLL,eMy OCHOBHOMY WHTepdeiicy.

12.6 CB#3b

Haxmnte KHOMKy «MeHto»  «HacTpoiika»  «CBs3b» AN BX0fa B MEHH CBsi3n. Cwm.
PucyHok 12-15.

PucyHok 12-15. MeHIo cBA3w.

HacTpoiika WHTepgeiica BKMOYaeT HacTpoiky IP-agpeca M HacTpoOiKy nopTa.
MapameTpbl B peXxume CBA3M BKNHOYaAOT «Cnocob cBa3w», «OTnNpaBuTb pesy/bTarbl TecTa B
peXxume peanbHOro BpeMeHW», «OXuAaHWe OTBeTa Ha CBA3b», «TaliM-ayT CBA3U» MU
«[MOAKNOUYNTL paboyyo CTaHLMIO MPU 3anyCcKes.

12.6.1 CoxpaHeHMe HaCTPOeK CBA3U

HaxmuTe KHonKy «CoxpaHuTb». ECnM BCe HAaCTPOWKW BepHbl, HACTPOIKM CBA3W OyayT
COXpaHeHbl. Ecnn Kakoin-nnbo napameTp HeBepeH, MOABMTCS OKHO C MOACKA3KOM, Mpu 3TOM
nepsas owmnb6Ka OyLeT NOACBEYEHa, @ HACTPOMKKN He OYAYyT COXpPaHEHbI.

12.6.2 CoefnHeHune

Haxmunte KHOMNKY «Bk1ounMTb coefd-e», 4TOObl aBTOMaTUYecKM MOAKNHYATLCA K
cepeepy JINC. Korga coeguHeHne 6yfeT ycnewHbIM, 3Ha40K coeguHeHus JINC B CTpoke
COCTOSIHMS OyfeT OOHOBNEH: KOrfja COeAMHEHME BbIXOAUT U3 CTPOSA, B 06/1aCTN OTOBPaXKeHUs
cocTosHus npubopa 6ygeT oTobpaxaTbesa cboli coegmHeHns c JINC.

12.6.3 Pa3bvefnHeHMe

HaxxMuTe KHOMKY «Pa3befMHWUTb», YTOObl aBTOMAaTMYECKW OTK/HOYUTL COeAUHEHUE C
cepsepom JINC. Korga pasbefnHeHne OyaeT ycrnewHbIiM, 3Ha40K coeguHeHus JINC B cTpoke
COCTOSIHMS OyaeT 06HOBMEH, M B 06nacTM COCTOsSIHMSA npubopa 6yaeT oTobpaxarbecsi COOM
coefuHeHusa ¢ JINC.
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12.7 VHdopmayms o WTpux-Koge

Haxmute KHonKy «MeHto» “> «HacTpoiika»  «W/HGO WwTpux-Koga», 4ToObl BOWTK B
nHTepeinc nHpopmaumm WwWTpux-koga. Cm. Puc. 12-16.

M Q faw

bvesb LB L

PrucyHok 12-16. ViHTepdelic nHpopmauuy WTpux-Koaa.

Bbl MOXeTe YCTaHOBWTb LUTPUX-KOA oO6pasya W WTpux-Kog peareHTa. Cnesa
0TO6paXalTCca TUMbl LWITPUX-KOLOB (LITPUX-KOA obpasua v LITPUX-KOA peareHTa). Cnpasa
0TO6paXakTca HaCTPOVKM MNapaMeTpoB, COOTBETCTBYHLLME LITPUX-KOAY. [locne ycTaHOBKM
napamMeTpoB HaXXMUTE KHOMKY «COXpaHWTb». ECMM BCe HACTPOMKW BEPHbl, HACTPOWKK byayT
coxpaHeHbl. Ecnn Kakoin-nnbo napamMeTp HeBepeH, MOSBUTCS OKHO C MOACKA3KOW, Npu 3TOM
nepBasi oLIMb6Ka 6yaeT noacBeyeHa, a HaCTPOWKK He ByayT COXPaHEHbI.

12.8 Y npaBneHune nofb3oBatenamMmu

Haxmute KHOMKY «MeHto» «HacTpoiika» «¥Ynp-e nonb3.» Ana BXoga B
NHTepdenc ynpasneHns nonb3oarensamm. Cm. PucyHok 12-17.

PucyHok 12-17. MeHt0 YnpaB/fieHne nosib30BaTensamu.
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ABTOMaTnyeckuit koarynomeTp «Technology Solution 190». PykoBOoACTBO N0 3kcnayatauum

NHTepdeiic ynpaBneHWs Monb3oBaTensmMy NpefocTaBnsieT pasfiMuyHble (YHKUAU B
3aBMCKMOCTY OT MpaB Monb30BaTess. Y 06blUHbIX M0Mb30BaTENe HET PYHKUUM «[06aBUTb»,
«PefakTnpoBatb» unu «Y panuTb», TONbKO onpeAeneHHblii MoNb30BaTe b,
3aperncTpupoBaBLIniica B cucTeMe, MMeET PYHKLMIO «/I3MEHUTb Maponb». ALMUHUCTPATOP U
Bblllie UMEeT DYHKLMMN [06aBNeHUs, PeaKTUPOBaHWUS, YAANEHUsS N U3MEHEHUs Naposs.

12.8.1 Nob6aBneHne nonb3oBaTens

Haxmnte KHOMKY «[,06aBUTb», UTO6bI OTKPbLITH AMA/IOr0BOE OKHO «[06aBUTb». CM.
PucyHok 12-18.

[06*BUT»,

PO nonba-na

[o]%[e]
Mapot>
CoxpawfTh

rpoctyna 1NabopaHT OTXpbNrbM ayant

MpumevaHuna

MTMeHa

PucyHok 12-18. NHTepdeiic fob6aBneHns nonb3osaTens.

Bbl MOXeTe 3afaTb UMS MONb30BaTeNs, UMs, Naposb, Npasa, CreAyeT M OTKPbITb Npasa
MPOBEPKM, 3ameyaHus 1 T.4. [locne ycTaHOBKK, HaXXMUTE KHOMKY «OK». Ecnv BCe HacTpoKu
npaBufibHble, CUCTEMa 3aKpOeT [AManoroBoe OKHO «J[l06aBuUTb», [06aBUT MO/b30BATENS,
BEPHETCS K TeKyllemy OCHOBHOMY WHTepdelicy MU OGHOBMT CMUCOK. Ecnm  Kakoin-nm6o
napameTp HeBepeH, MOSIBUTCH [ManoroBoe OKHO C 3anpocoMm, Mpu 3TOM Nepsas owwnbka OyaeT
noAceeyeHa, W nonb3oBaTenb He OyaeT fo6aBneH. HaxmuTe KHONKy «OTMeHa», U cuctema
3aKpoeT AMaioroBoe OKHO «[l06aBUTb», He [06aBUT MOMb30BATENS U BEPHETCA K TeKyluemy
OCHOBHOMY WHTepdeiicy.
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ABTOomMaTnyeckunii koarynometp «Technology Solution 190». PyioTBOACTBO N0 3Kkcnayatauumn

12.8.2 PepaktupoBaHue nonb30BaTesia
Haxmute KHOMKy «Pefak-Tb», UT06bl OTKPbITh 4MaNoroBoe OKHO «PefaKTupoBaTb». CM.
PucyHok 12-19.

WoHL. i.lii.m l_l T

AOriom3rdT

PucyHok 12-19. NHTepdeiic pegakTmpoBaHUs nofb3oBaTens.

Bbl MOXeTe M3MEHUTb NIOTMH MO0Jb30BaTeNs, WM, npasa W 3ameTKu. locne BHeceHUs
N3MEHEHWUI HaXXmuTe KHOMKy «OK». EcnnM Bce HacTpPOMKWM nNpaBW/ibHble, CUCTEMA 3aKpoeT
[ManoroBoe OKHO «PefaKTMpoBaTh», COXPaHUT OTPeAaKTUPOBAHHY MH(OPMaLMOo, BEPHETCA K
TeKyLemMmy OCHOBHOMY MHTepdeiicy n 06HOBUT CAMCOK. Ecnn Kakoli-nmbo napameTp HEBEPEH,
OyZeT BblBeJeHO 4MaioroBoe OKHO C NOACKA3KOoMW, Npu 3TOM NepBsas olwn6bKa 6yaeT noacBeyeHa,
N HUKaKne M3MeHeHus He OYAyT BbINOHEHbI. HaXmMuTe KHOMKY «OTMeHa», 1 cuctema 3akpoet
[ONanoroBoe OKHO «PefakTUpoBaTb», He COXPaHWUT OTpPefakTUPOBaHHYK WHGoOpMauuo u
BEPHETCS K TEKYLLEMY OCHOBHOMY MHTepgeiicy.

12.8.3 Y paneHue nonb3oBaTens

HaxXmnte KHOMKY «Yfanntb», YTO6bl OTKPLITL ANA/IOrOBOE OKHO «3arnpoc Ha yfaneHue
nons3osatens». Cm. Puc. 12-20.

Mopcasya

Bbl Ae/iCTBUTENIbBHO XOTUTE yAaNNTb BbIGPAHHOTo nonb3osarens?

m Het

PucyHok 12-20. OKHoO 3anpoca Ha yfaneHue nonb3oBaTens.

HaxmnTe KHOMKy «[a», M cucTemMa yaanuT Mo/nb30BaTens, 3aKpoeT AMaioroBOe OKHO
«Mofckaska», BepHeTCS K TeKylleMy OCHOBHOMY WHTepdelicy # 06HOBMT  CMMCOK
nosnb3oBateneil. HaxmmTe KHOMKY «HeT», W cucTeMa He yfanuT Noib3oBaTens U 3aKpoeT
AVanoroBoe OKHO «3arpoc» 1 BEPHETCA K TeKyLLeMy OCHOBHOMY UHTepdeiicy.
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ABTOMaTmnyecknin koarynometp «Technology Solution 190». PykoBoACTBO MO 3Kcnayatauuu

12.8.4 N3meHeHWe napons

Haxmute KHOMKY «/3MeHUTb Maposib», YT0Obl OTKPbITL AMAN0roBoe OKHO «/I3MeHWUTb
naponb». Cm. PucyHok 12-21.

MMMNNUTB napons

Cgu'mepoby 1L
Hoeulinepob |
[
B ASN
X Omera

PucyHok 12-21. NHTepdelic OKHa M3MEHeHMUs Napons.

BeeanTe napameTpbl Y HaXXMUTe KHOMKY «OK». Ecnn Bce HACTPOWKWM BEpHbI, CUCTEMA
3aKpOET [AManoroBoe OKHO W3MEHEHWUA MNaponsd, M3MEHUT Maposib, BEPHETCA K TEKyLlemy
OCHOBHOMY WHTepdeiicy M 0BHOBMT CMMCOK Monb3oBatenei. Ecnn kakoii-nmbo napameTtp
HEBEpeH, MOoABUTCA 4ManoroBoe OKHO C 3anpocoMm, Mnpu 3TOM nepsas owwnbKa O6yaeT NnoLCcBeYeHa,
N Napofib He 6yaeT M3mMeHeH. Haxxmute KHOMKY «OTMeHa», M CUCTemMa 3aKpOeT AManoroBoe
OKHO «W3MeHUTb Maponb», He W3MEHUT Napofib UM BEpHETCA K TeKyLleMy OCHOBHOMY
nHTEpgeicy.

12.9 UHpopmaums o nabopatopum

HaxXmnte KHOMKY «MeHto» «HacTpoiika» «H(o nab-un», 4ToObLI BOWTU B
NHTepderic HacTpoeK MHGopmaymmn o nabopatopun. CMm. PucyHok 12-22.

R{LApGaVI

seee|MKIMb

QrHnvaie VWV

Mauaveirnwnun

PucyHok 12-22. NuTepdeinc nHpopmaummn o nabopatopuu.
Bbl MOXeTe ycTaHOBUTb Ha3BaHve Ne4YeOHOro YupeXxaeHus, HasBaHue naboparopuu,
OTBETCTBEHHOE /INLL0, KOHTaKTbl, MOYTOBbIA WHAEKC, KOHTAKTHOE /IMLO MO CEepPBUCY, KOHTaKTbI
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ABTOMaTuuyeckuin koarynometp «Technology Solution 190». PyloTBOACTBO MO akcnayarauuu

CepPBUCHONM CNyXXObl, 3amMeyaHusi, Mofenb npubopa, cepuiiHbii HOMep npubopa W faTy
nHCTannsumm.  ocne  HaCTPOWKM  MHMOPMALMOHHBIX  MapamMeTPOB  HAOXMUTE  KHOMKY
«CoxpaHnTb». ECnnM BCe napameTpbl YCTaHOBMEHbI MPaBU/IbHO, NapameTpbl WHGOpMaLUM o
nabopaTtopun OygyT cOXpaHeHbl. ECnn  Kakoi-nmbo napameTp YCTaHOBMEH HENpaBW/bLHO,

noABUTCA OKHO C 3arpocom, npun aTomM nepsas owwmnbKa 6yp,eT noaceBeyeHa.

7
12.10 Mertof TecTMpoBaHus

TOMbKO Y UHXeHepa CNy>6bl NOAAEPXKKN NONb30BaTeNIen 1 Bbille eCTb PYHKUNA MeTog,
TecTupoBaHusa. HaxmuTe KHOMKy «MeHo»  «HacTpoiika» «MeTopg petekuun» ana Bxona
B MHTepeiic MeToaa TecTupoBaHus. Cm. Puc. 12-23.

«Mnetiwen* T nw w Mm* —

Timfiinngwin |

PucyHok 12-23. NIHTepdelic MeToaa TeCTUPOBaHUS.
OCHOBHble (hyHKLMKW, NpeAocTaBnseMble Ha WHTepdeiice, BKIOYAOT «[06aBUTb».
«YpanuTb» N «/I3MeHNTb» OCHOBHbIE NapameTpbl MeTOL0B TECTUPOBAHUSA.
12.10.1 CoxpaHeHne HacTpoeK MeTofa TeCTUPOBAHUA

BblbepuTte MeTog TecTupoBaHusA. Ecnv gna mMetofa TecTMpOBaHWA Obliv  3aaHbl
napameTpbl, Habop MapameTpoB OyneT OTOOpaxkaTbCA CrnpasBa, B NPOTMBHOM cry4vae Oypaet
0TO6paXXaTbCs 3HaYeHMe Mo yMON4aHuo. Bbl MOXeTe M3MeHWTb napameTpbl. locne yCTaHOBKM
napameTpoB HaXXMWUTe KHOMKY «CoxpaHuTb». ECnn Bce napameTpbl YCTaHOB/EHbI NPaBU/bHO,
HacTpolKn OyayT COXpaHeHbl; B NPOTWBHOM Ciy4yae MOSABUTCA OKHO MOACKA3KM C MepBoit
BbIZle/IEHHOW OLUMOKOW, ¥ HACTPOWKM He ByAyT COXpPaHEHbI.

12.10.2 flo6aBneHne MeToLa TECTMPOBAHMA

Haxmute KHOMKY «[106aBUTb», YTOObI OTKPbITb AWANOroBOe OKHO «[l06aBUTb METO[
TecTupoBaHua». CM. PucyHok 12-24.
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ABTOomaTmnyeckunii koarynometp «Technology Solution 190». PyloasoacTBo no akcnayatayuu

PucyHok 12-24. NuTepelic fo6aBneHms metoda TeCTUPOBaHUS.

BBeauTe MeTof TeCTUpoBaHWA, BbibepuTe Knaccumkaumnio (Koarynsayms, XpoMoreHHbIi
WM MMMYHONOTUYECKUA MeToAbl) U HaXmuTe KHOMKy «OK». Cuctema [o6aBUT MeToq
TEeCTUPOBaHMA, 3aKPOET AManoroBoe OKHO «[l06aBUTb», BEPHETCA K TeKyllemMy OCHOBHOMY
NHTepdelicy n 06HOBUT UHTepdelic. Haxmute KHONKY «OTMeHa», 1 MeTOZL NPOBEPKM He OyaeT
po6asneH, 1 AManoroBoe OKHO «[106aBuTb» 6yAeT 3aKpbITO.

12.10.3 YpaneHune meToAa TeCTMpOBaHUA

BblbepuTe MeTOZ NPOBEPKMN CEBA Y HAXKMUTE KHOMKY «YAa/nTb», YTOObI OTKPbITh OKHO
«lMoackaska». CM. PucyHok 12-25.

Mopackaska

p BolECTBATER BHOKOTUITE Y3 UTh BbIOpaHHb A METOL, TECTVO0BBH/S?

Onvera

PucyHok 12-25. OkHO 3anpoca Ha yjaneHne MeTofa TeCTUPOBaHUA.

Haxxmute KHOMKY «OK», W cucTemMa yaanuT MeTOf TecTUPOBaHMS, 3aKpoeT OKHO
3anpoca, BepHeTCs K TeKylleMy OCHOBHOMY WHTepdeiicy v 06HOBUT MHTepdelic. Haxmute
KHOMKY «OTMeHa», U CUCTeMA He YAANUT METO/ TECTUPOBAHMS U 3aKPOET OKHO MPUr/alleHns 1

BEPHETCS K TEKYLLEMY OCHOBHOMY MHTEpeiicy
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MNnhasa 13 CepBuc

13.1 Texob6cnyxuBaHue

HaxxmmTe KHOMKy «OB6CNyX-e» Ha MaHenu WHCTPYMEHTOB WM KHOMKY «MeHo» ->
«CepBuC» «O6CcnyXnBaHe», YTOObl BOWTU B UHTEP(eic 06CNy>KMBaHUSA CUCTEMbI. CM.
PucyHok 13-1.

cwr* 17

caificpiwi

K\l@iiiMH

W MIALADSL WHJ,F

PucyHok 13-1. IHTepdeiic 06¢CnyXnBaHNS CUCTEMBI.

NHTepdeiic 061y>XnMBaHNA COLEPXKNUT pa3HOO6pa3HbIil HA60P PYHKUNIA AN suwnonkcells
onpeaeneHHOro AeiCTBMS C CUCTEMOIA.

PeXXWM CHa, BbIXOA W3 peXxumMa CHa, MpOMbIBKa 30HAa 06pasua, MNpPOMbIBKA 30HAA
peareHTa, ANNTENIbHAA NPOMbIBKA, OMOPOXKHEHME XWAKOCTHOrO KOHTYpa, Mnepesarpyska 30HAa
o6pasuia, nepesarpyska 30Hfa peareHTa, nepesarpyska 6/10ka 3axsara, rnepesarpyska Aucka 4/is
peareHTOB, nepesarpyska wtatusa 4n1s o6pasuos, nepesarpyska STAT wTaTuea, nepesarpyska
MexaHM4yecKoi Yactu npubopa v nepesarpyska BCEro aHaan3aropa.

13.1.1 Pexxum cna
HaxXmMute KHOMKY «PeXXum CHa», YT06bl BbIMOMHUTL OMepaLnio «PexXnum CHa».
13.1.2 Bbixog 13 pexkxuma cna

HaMuTe KHOMKY «BbIXO M3 peXKMmMa CHa», YTOGbl BbIMOMHUTL OMEpaLuio BbIXoda U3
pexuma cna.

13.1.3 NMpombIBKa 30Ha obpasua

Haxmute KHOMKY «lMpoMbiBKa 30H4a 06pasua», 4ToObl BbINOMHWUTL  OMEpaLuio
NPOMbIBKM 30Ha 0bpasLia.

13.1.4 NMpomMbIBKa 30H4a peareHTa

Haxmute KHOMKY «[poMbiBKa 30HAA peareHTa», YTo6bl BbIMOAHUTL OMEpaLuio
MPOMbIBKYM 30H/a peareHTa.
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13.1.5 3anoauenue KHAKOCTHOH CHCTEMBI

Haxmurte kHonky «JlnurenbHas npomeiBkay. [IpoBeprTe, ZOCTATOMHO NH BOAbL: B
€MKOCTH ANS QHCTUIHPOBAHHOM BoAbl. Ecnn HegocTarouHo, cucteMa npeanokut «loGaeuT
AOCTATOYHOE KOVIHYECTBO AMCTHIIHPOBAHHOW BOAM B €MKOCTh Nepel  BHINOAHEHHEM
ANMHTEN6HOM NPOMBIBKM», Ecan BOAB B eMKOCTH AOCTATOMHO, OyaeT BBINOJHEHA LIHTCAbLHAA
APOMBIBKA.

13.1.6 Onopoxnenne XKNAKOCTHOH CHCTEMbI

JTa PyHKUHA ROCTYNHA TONLKO MOAB30BATENAM C YPOBHEM AOCTYTIA aAMHHUCTPATOPE H
suiwe. lllenkunre mo kHomke «OnopoxkHeHHe XHAKOCTHOM CHCTEMB», YTOGL OUUCTHTH
KMAKOCTHYIO CHCTEMY.

13.1.7 Ileperarpy3ka 3onna oGpazua

Haxmute kHonky «[lepesarpyska sonaa oOpa3sua», yTOOM BLINOMHHTL NMEpe3arpysky
30HAa OOpa3ua, NORBHTCA OKHO WHAWKaropa BuimonHeHusa. Koraa nepezarpyska Gyaer
3aKOHYEHA, OKHO HHIMKATOPA BHINOAHEHUS OYACT aBTOMATHYECKH 3aKPbITO.

13.1.8 Ilepesarpysxa 3onaa pesrenTa

Haxmute KHonky «Ilepesarpyska 3onga pearesran, 4TOOH BBLINOJHHTL NEpe3arpysKy
30HAA peareHTa, MNOABMTCA OKHO MHAMKATOpa ebinonucHWs. Korna nepesarpyska Gyaer
3aKOHYEHA, OKHO MHAHKATOPA BLINONHEHUA GyAET aBTOMATHYECKH 3aKPHITO.

13.1.9 lepesarpyska Giroxa 3axXBaTa

Haxmure kHonky «llepesarpyska Gnoka 3axsaran, YToOb BHIONHHTH NEPE3Arpy3Ky
Gnoka 3axBara, H MOABMTCA OKHO WHAWKATOpa BhinonHeHus. Koraa nocnegoparensHocts Gyner
3aKOH4EHA, OKHO MHAHKATOPA BLITIONHEHHS OyAeT aBTOMaTHYECKH 3AKPHITO.

13.1.10 [Tepesarpy3xa AHCKA peareHToB

Haxmure kuonky «llepesarpyska AucKAa N4  PEareHTOB», HYTOOH  BLINONHMTL
nepe3arpysky J/OTKA peareHToB, M MOABMTCA OKHO HHAHKATOpa BuinoaHeHws. Koraa
NOCNEAOBATENLHOCTE ByIeT 3aKOHYEHA, OKHO HHAWKATOPA BLINONHEHHS OyAeT aBTOMATHYECKH
3AKPHITO.

13.1.11 Ilepe3arpysxa mTATHBA 218 06pasos

Haxmure kuonky «[lepesarpyska wratusa ana oGpa3uos», 4To0s  BBINOAHHTL
Mepe3arpysky emMxocTH o0pajuos, H TNOABHTCA OKHO HHAMKATOpa BminonHexva. Koraa
MOCNEAOBATENLHOCTE OyACT 3aKOHYUEHa, OKHO MHAMKATOPA BHIMONHCHHUS GYNET ABTOMATHYECKH
3aKpBITO.

13.1.12 Mepesarpy3xka STAT wraTrusa

Haxmure kuonxy «llepesarpyska STAT wratvea», uroGbl BLINONHKTL Mepe3arpyaky
STAT wratuea, 1 NOSBATCA OKHO HHANKATOPA BhNonHexus. Korna nocnenosarensHocts Syner
3aKOHYEHa, OKHO HHAHKATOPA BLINONHEHHA OyAeT aBTOMATHYECKH 38KPBITO,
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13.1.13 Mepe3arpy3ka MexaHU4yecKoli yactu npubopa

HakmMuTe KHOMKY «[llepesarpy3ka MexaHW4eckoi 4acTu npubopa», UToGbl BbIMOAHUTH
nepesarpysky MeXaHU4YecKoi 4acTu npmbopa, M MOSBUTCA OKHO WHAMKATOpa BbIMOSHEHUS.
Korga nocnepoBaTenbHOCTb OyAeT 3aKOHYeHa, OKHO MHAWKATOpa BbIMOMHEHUs  GyaeT
aBTOMAaTMYECKM 3aKPbITO.

13.1.14 MonHasa nepesarpyska npubopa

Haxmute KHOMKy «[llonHas  nepesarpy3ka aHanuMsaTopa», UTOGbl  BbIMOAHWTb
mepesarpysky BCEro aHanusatopa, W MOSBMATCA OKHO WHAMKATOpa BbiNoAHeHus. Korga
nocnefoBaTeNbHOCTb GyAeT 3aKOHYEHa, OKHO WMHAMKATOpa BbINOMHEHUS OyAeT aBTOMaTUYecKM
3aKpbITO.

13.2 O6cnyXmBaHue faHHbIX

Haxmute KHOMKy «MeHio» «CepBuc» «[laHHble 06CnyX-2», ANA BXoja B
NHTepdelic 06¢cnyXnsaHns gaHHbiX. CM. PucyHok 13-2.

aMIMUPl « M M
1YL weo*
1%miHtiiwo« 82" . MX.Au."
wLLLLH<UL

T AeciaMMi O6pesn»
Wi reeL ) m e
(e Kt KmiiMi
KHM*s BogLimu!? fteiniii 1

nmwu-

PucyHok 13-2. HTepdeiic 06Cny>KMBaHUS AaHHbIX.

®yHKUMK, NpefocTaBNsieMble Ha WHTepdeiice, BKIYalOT B CcebA: pe3epBHOE
KOMMpOBaHMe M apxXuB CTaHAapTHbIX 06pasLoB, pe3epBHOE KOMMPOBaHME W BOCCTaHOB/IEHUE
0asbl [aHHbIX, pe3epBHOE KOMUPOBaHWE W BOCCTAHOB/IEHWE MNapaMeTpOB KOHMUrypauuu,
OYMCTKY apxvBa fAaHHblX, pAaHHbiX KK, >XypHana u BCex [aHHbIX, 3KCMOPT AaHHbIX
CTaHfapTHbIX 06pa3uoB, AaHHble o06pasuoB KK, >XypHana, WHGopmauum 0 KanmbpoBKe,
MH(OpPMaLMM 0 COCTOSHUN 1 MH(OPMaLMX O BBOAE B 3KCMJyaTaumio.

13.3 OGHOB/MIEHME NpOrpaMmMHOro obecneyeHus

B aBTOMatmMyeckom Koarynometpe «Technology Solution 190» wucnonb3yetcs
nporpamMmHoe obecriedeHne Bepcun VI1.Or. B cnyyae Bbixofa HOBOM BEpCUMU MPOrpaMMHOro
obecneyeHns,  O6GHOBNEHWe  MNPOU3BOAUTCA  KBaU(ULMPOBaHHbIMW  cheunanucTamu
aBTopun3oBaHHOro npeacrasutens B P OO0 «JlabopaTopHble peLleHns».
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13.4 J>KypHan

Haxmute KHOMKY «MeHio» «CepBuC» «XypHan», 4Tobbl BOWTU B MHTEpP(eliC
XypHana. Cm. PucyHok 13-4.

N Wam

Tfkay Unm
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PucyHok 13-4. NHTepeiic xypHana.

CneBa 0TOGpaXatoTcsi TUMbI XypHanoB. CnpaBa 0TOGpPaXKaeTcs COAEPXKMMOE XKypHana.
Pa3nnuHble TWUMbl XXYPHANOB OTO6GPaXalOTCs B 3aBUCMMOCTM OT YPOBHA MpaB [ocTymna
nonb3oBaTens. Hhopmauus o c60e BUAHAsA TOMbKO MO/b30BaTENO OT YPOBHA afAMUHMCTPATOpa
1 Bblllie. BbINONHEHMe NoCNeA0BaTENbHOCTM BUAWT TOMLKO MO/b30BATE/Nb YPOBHS MHXEHepa Mo
06CNY>XMBaHWIO MO/b30BaTesell M Bbilie. B TOM e Tune XXypHana Monb30BaTesn BbICOKOrO
YPOBHsl 10CTYMa MOTyT NPOCMATPUBaTh XYPHaslbl NO/b30BaTENe GONEE HU3KOTO YPOBHS, HO He
Hao60opOT. XKypHanbl 0TOGpaXaloTcs B MOPsAKe y6blBaHUs BpemeHW / AaTbl. Bbl MoxeTe
3aMpOCUTbL BCE XXYPHaslbl WM XXypHanbl B YKa3aHHOM [uManasoHe far. HaXmuTe KHOMKy
«OB6HOBUTL». ECNM eCTb XypHarbl, XypHabl 6yayT 0TOGPaXaTbCs B CMUCKE; ECN XypHana
HET, CMUCOK BYAET MyCThIM.
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13.5 WHeHepHOe o6cnyXunBaHue

3Ta (yHKUMA paboTaeT TOMBKO Yy MO0Mb30BaTeNA C MpaBaMu UHXeHepa CyXo6bl
MOAAEPXKKM nonb3oBatesniedl UM Bblwe. HaxmuTe KHOMKY «MeHo» ‘D  «CepBuc»
«HXeHepHoe 06Cy)KMBaHWe», YTOObI BOWTY B MHTEP(ENC TEXHUYECKOro 06CyXuaHus. Cu.
PucyHok 13-5.

»0a

ot
OT1-T.

PucyHok 13-5. IHTepdheiic nporpaMMHOro ob6ecneyeHns ana UHXeHepHoro
o6cnyXnBaHus.
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T'nasa 14 ObcayknBanHe aHAAW3ATOPA

14.1. Texunueckoe obcayxupanue npnubopa, nposogumoe NoIL30BaTEIEM

Perynspnoe Texhnuyeckoe OOCHYXKHBaHHE BKMOHaeT B CceDf  EXEAHEBHWE U
EHEMECAYHBIE MAHMMYNALMH, CBA3AHHBIE C OYMLICHHMEM 30HO0B 00pa3’LOB M PEAreHTOB,
MEeXaHHYECKHX HanpaBisioLHX, a TAKKE NPOBEACHHE NPOMBIBKH CHCTEMBI.

Buumanue:

Bce manunpnayuu ceA3aHHMIE C© OUlMeHueM 301008 0OpAINO8 u peazenmos,
MEXAHUYECKUX HANPARTRIDULUX CAEOYEm RPOBOOUMS MOTEKD Pl 8bIKAOUEHHOM npubopel

14.1.1. [lopsaox NpoBeAeHHA €XEAHEBHOINO 00CAYRABAHNS

Ilepen nauanom paborut Ha npubope NPoBeANTE OMHCTKY KHAKOCTHONH CHCTEMb)
Mepen Havanom pabothl nposeaute npoueaypy «JlantentHas npomsieka». [Tpu 3ToM
HeOOXOAHMO YOEAHTLCA, YTO eMKOCTb AMA AUCTHANMPOBAHHOW BOALI 3anoJHEHA, B NOTKE
PEareHTOB YCTAHORNEHB! OTKPhIThIE (hAaKOHBI C APOMbIBAIOLIEH HKHAKOCTHIO,
ITocae oxonuanus paborol na npubope
e YGeaurech, 4TO ¢AKOH ¢ NPOMBIBAIOINEH JKHAKOCTHIO OTKPHT, €MKOCTb AN
AWCTHANHPOBAHHON BOAB! 3aMOAHEHA, MOC/E ITOrO BHITOAHWTE npoueaypy «anTenbnas
TIPOMBIBKAY.
¢ Buikniounre nuTanue npubopa.
OnycToLWKTE EMKOCTD ¢ OTPabOTaHHBLIMK M3MEPHTEABHBLIMK KIOBETAMN.
3akpoiite pnakoHb! ¢ peareHTaMK H YOepHTE B XONOAHNBHHUK.
Onycrowmre eMKOCTH ¢ OTPAGOTAHHON SKHAKOCTHIO.
Hanoauute eMKOCTS 1A AHCTHANHPOBAHHON BOJLI.
TpoTpuTe 30HAKW 00pa3ua/peareHTOR cnupToBoil Ge3ropcosoit candeTkoi.
MNMporpure paboune nosepxHocTr npubopa.
Xapaxmepucmuxu cnupma.
HAeiicTayiomee BEWECTRO: ITAHON;
O6vemHas 103 THAOBONO CHpTa, % He MeHee 70

Hpedynpexncoenue:

(1) Konuux 3onda obpasya/peazenmos ocmpwiis. Bydsme ocmopoxcist npu wucme,
Ymobst npedomspamiums nospescoene Koucu.

(2) Hpu wucmse 3010a cORIGMENLHO HAOCOATME 3aUMIME REPIAMKY

(3) Hocne npoyedypsr onucmu esimoime pyxu Oe3nNPUUUPYIOUIUM CpeoCmeom,
ROCKONBKY CYS{ECMEyem onaciocms IapayceHus.

(1) Ymunusupyiime omxoost u deudxocmu e coomsemcmauu ¢ CanlTuH 2.1.3684-21
«Canumapno=3nuoemMuonozuieckue mpebosanun K COOEPICAHUIO Meppumopuii 20poocKux u
CENbCKUX NOCICHUE, K BO0HBIM OUBEKMAM, RUMBEBOL ROOE U NUMBESOMY 800OCHADMCEI U0,
amMocepoMy  8030yXy,  NOYEAM,  JCUABIM  NOMEWENURM,  IKCHIVAMAUUN
RPOUIBOOCBEHNBIX, ODIECMBEHHLIX  NOMEWERUI, Op2ANUIAYUUN U  NposedeH U0
CARUMAPHO-NPOMUBOINUOCMUNECKUX (NPOPURAKIMUYECKUX) MEPONPURMUELY
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14.1.2. MopsfoK NPOBEAEHMA eXXeMeCAYHOro 06C1y>KNBaHUS

Ons 0ounCTKM €eMKOCTen [Ans AWCTUNNMPOBAHHOM BOAbI M €MKOCTW Ansi OTXOAOB
BbIMO/IHWTE MONOCKaHME BHYTPEHHUX CTEHOK eMKocTeil 20% pacTBOPOM ChuMpTa, MOC/ie 3TOro
NPOMOWATE EMKOCTN ANCTUNIMPOBAHHOW BOAOIA.

14.1.3. MNpoBefeHNe TEXHNYECKOT0 06CyXXMBaHUSA NPU NPOCTOe aHanu3atopa

MpocToem aHanu3aTopa CUYMATAeTCA OTCYTCTBME TMPOBEAEHWUA  KakoW-nnbo  ero
fesTeNbHOCTU (aHanm3 npob, KanubpoBka U Ap.) CBbiwe 7 AHel. Mo UCTevyeHUn 3TOro cpoka
Heo6X0AMMO BK/IHOYMTb aHanM3aTop M NpoBecTV npouesypy «AnutensHas nNpomMbiBKax». [pu
3TOM Heob6X0AUMO Y6eauTbCA, YTO eMKOCTb NS LUCTWNIMPOBAHHON BOAbl 3amnofiHEHa, a B
LITaTBe AN15 peareHToB M B 30He MPOMbIBKM 30HAa 06pa3Llia YCTaHOB/EHbl OTKPbITbIE (D1AKOHbI
C MNPOMbIBAIOWEA >KMAKOCTbIO. [py  panbHeilwem MPOAO/KEHUU MPOCTOS  Heob6Xo4MMO
NpoBefeHNe BbILLEYNOMAHYTON NpoLeaypbl KaXable 7 AHEN.

HapylieHne nepruognyHoOCTV NPOBeAEHUA paboT Mo NPOMbIBKE aHanusartopa Mpu ero
MPOCTOe MOXEeT NPUBECTU K BbIXOAY pAfa Y3N0B U CUCTEM U3 CTPOA. AHanM3aTopbl remocrasa
YyBCTBUTE/IbHbI K A/INTENIbHbIM OTK/OYEHUAM U nepebosm B paborTe.

Onepauna «[nutenbHas nNpoMbiBKa» onucaHa B nyHKTe (12.1.5) HacToAwero
PYKOBO/CTBA.

14.2. TexHu4yeckoe obcnyxmpaHue npubopa, NPoBOAMMOE CreLuanncTom

[aHHOW Mopgenn npubopa HeoOXOAMMO MPOBOAMTL TeXHUYEcKoe 00CNyXunBaHue
Kaxgple 6 MecaueB. K 3ToMy BuAy TeXHWYECKOro 0OCNY>XMBaHUSA MMeT [OMNYyCK
cepTUULMPOBaHHbIE CneuuanucTbl npolwefwine obydyeHWe Ha 3aBOAe W3roTOBUTENS W
NMetoLLMe AeACTBYIOWMIA cepTUPUKAT AoNYyCcKa K JaHHOW Mogenn npubopa.
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["naBa 15 HencnpaBHOCTU CUCTEMbI U NX YCTPaHEHUE

B aToii rnaBe ONWCLIBAETCA O6LLUME ClydYan HEUCNPaBHOCTEN M MX YCTpaHeHue. Ecnm
HEMCNPaBHOCTb He YCTpaHeHa B COOTBETCTBMM C PEKOMEHAALMSAMM, COAEPXKaLLMMUCS B 3TOM
rnaBe, WAW ANS  MOMYYeHUs AONONHUTENbHOW  WH(opMmaumn, obpatutech B  OTAen

No HeuncnpaBHOCTb

1  AHanu3aTop He BK/IOYaeTCH

Jlamna B TeCcToBOIA 061aCTN He

2
roput
3 MporpamMmbl He MOryT 6bITb
3arpy>xeHol
4 MpuHTEp He BK/OYaETCH
5 MpuHTEp He neyartaet
B cucteme 04MCTKM
OTCYTCTBYET XWUAKOCTb
B cucteme ouncTku
nepernosiHAeTCa XUAKOCTb
8 HeT faHHbIX OT AYeliKu
fLeTtekunu
BennumHa  onTuyeckoro

9 CUrHasa C/IMWKOM BbICOKa, U
NPONCXOANT HacbllEeHNE

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

PewweHuns
MpoBepbTe, BKAKOYEH U LUTEMNCENb B PO3ETKY.

MpoBepbTe NAaBKWiA NPeAOXPaHUTENb.
MpoBepbTe HaMpPsHKEHME.

Mepes 3aMeHoli NaMnbl NPOBEPLTE 3MEKTPOMUTAHNE.

Ecnm komnboTep 1 Nprbop MOXHO 3anycTuTb
HOpPMaJibHO, 3aMeHUTe namny.

Bbikntounte npnbop 1 nepesanyctmTe ero vepes 10
CeKyHA,

MpoBepbTe, BKAKOYEHA N BUMKA B PO3ETKY.
MpoeepbTe KHOMNKY «BKJ1/ BbIK/T».

MpoBepbTe NNaBKuUiA NpesoxpaHnTeNsb.

lNpoBepbTe, MMEETCA NI COeANHEHNE C KOMMbLIOTEPOM.

MpoBepbTe, 3aKpbiTa M EMKOCTb A5 O4YUCTKM
npaBuIbLHO.

MpoBepbTe, paboTaeT /I HACOC BbICOKOTO AaBNEHNS
HOPMabHO.

MpoBepbTe UHYY3NOHHYIO TPYOKY.

MposepbTe, He 3a6/10KNPOBaH 1 610K
rpaBMTaLMOHHOIO KnanaHa

MpoBepbTe, HET /1N YTEUKN B TPYOKe.

MpoBepbTe, FOPMT 1M Namna B 30He TECTUPOBAHMUS.

MpoBepbTe, ECTb N BbIXOAHOW CUrHAM OT MAaThbl
npeaBapuTENbLHOTO YCUANUTENS.

MpoBepbTe NPaBUILHOCTL HACTPOEK MapaMeTpoB
CBETOBOr0 MOTOKa.

MpoBepbTe NPaBUILHOCTb HACTPOEK NapameTpoB
CBETOBOr0 MOTOKa.

MpoBepbTe, HET M NPeaMeTa, NMOMELLEHHOTO B
TECTOBYHO 30HY.

MpoBepbTe, He 3a6/10KMPOBaHA NN acrMpaLMoHHast
urna.
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Bocnpoun3sogumocTb
1o pe3ynbLTaToB
Hey[0B/IeTBOPUTENbHA

O6bem BcacblBaHMS 30HAA
oTbopa npob He ABNAeTCA
MOCTOSHHbIM

KK He Haxogutca B npegenax
3afaHHbIX 3HaYeHNA

13 O6pasel, 3arpsisHeH
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VMcnonb3yeTca 3arpAasHeHHasa peakLMOHHAaA KHOBETA.

O06bemM XMAKOCTM peakuun - meHbLle, YyeM 150MKn

MpoBepbTe, COOTBETCTBYET /IN PEAKTUB.
MpoBepbTe, COOTBETCTBYET 1 0b6pasel,
3aMeHunTe namny.

M10X0M KOHTAKT CUTHaNIbHOrO Kabens.
PeakUMOHHas XXUAKOCTb 3arpsa3HeHa.

MpoBepbTe, He UCTEK /I CPOK FOAHOCTU peareHTa.

MpoBepbTe, He 3arpsisHeHa NI AeTeKLMOHHan sueiika 1
HET I B Heli 0TPaboTaHHOM XXMAKOCTM MM OCTaTKOB
OTXOZA0B.

MpoBepbTe, He 3a6/10KMPOBaHa /I acnUpaLMoHHas
urna.

Bo3mMoXXHO, noTpebyeTcs 3aMeHUTb TPYOKy.
lNpoBepbTe CPOK rogHOCTH Xunakoctn KK 1 uto
Xunakoctb KK He 3arpasHeHa. .
MpoBepbTe HACTPOIKY TeCTa, YTOObI Y3HaTb, HYXXHO /N
N3MEHATb NapameTpsbl.

MpoBeAnTE NMOBTOPHbINA TECT APYTM CMIOCO6OM.

MpoBepbTe TemnepaTypy MHKybauun. MNposeauTe
MOBTOPHbIV TECT C NOMOLLbI0 HOBOTO peareHTa umm KK.

Mpo600T60PHMK He NOACOEAMHEH HAZNEXALLUM
06pa3oM, YTO NPUBOANT K YTEUKe.

MpaBWILHO OUMCTUTE 30HA 0T6OPa NPO6 MM 3aMeHnTe
30HA,
OuncTuTe NPOMbLIBOYHbIV pesepByap.

Y6eanTech, YTO Ha 30HAE HET OCTaTOUYHOW XUAKOCTK.

MpoBepbTe, He ABNSETCA /M MOIOLLIEE CPEACTBO CBEXMUM
1 He 3arpsisHEHO.

Mpn HacTpoiKe TecTa Bbl6epuTe ABONHYIO NMPOMbIBKY.

EMKOCTb 06pasua 3arpsasHeHa. 3amMeHUTe ee HOBOMA.

99

INr



Asromsthuecknit arynonetp «Technology Solution 190». PyrosoacTso no sxcnayarawm

14 Hukybaunonnas avefika ne | [poeepbTe HacTpoiiky TeMnepaTypsl U HacTpo#iTe ee
ropayas Ha 37 C.

TpyOa ans cnuBa JKMAKOCTH HE ObINa BCTABJICHA B
€MKOCTb Ans oTpaboTanHofi MHAKOCTH.

15 XKuakocTs npocaunBaeTca noa

ananmsatop EMKoCTb U1 oTpaboTaHHOM MUAKOCTH 3aM0NTHEHA.
[TpombiBOYHAA EMKOCTH 3a60KHpOBaKA.
ITpedynpescoenue:

(1) B cayuae omxaza npubopa HemedneHno cemdcumecs ¢ AsmopuIosannsism
npedcmacumenes ¢ PP, umobsi noyaume mexnuneckyro nodoepicky!

(2) Tonexo ammecmosannsvie npoussodumenresm cneyuarucms, mozym Goimo
donyuienst K pemonmy ananuzamopa. Umobu 3amenums san.uacmu, obpamumecs K
ounepy.

(3) Kozda ananuzamop esiuen u3 CmpoR 6CREOCMBUE peMONMA  uAU
RPEOHAIHANACMICA ONR YMUMUIAUUN, ONUCHIUME JICUOKOCIIHYIO CUCMEMY, OuUcCmume u
npocmepunusyiime ananuiamop, yoanume oOcCmMamxu MCHOKOCMU HA PANHIX NACMAX
npubopa cyxeii mxansio, 4mobs uncmpymenm 6w cyxum. Obecneusme nadexncrnoe
3aKpennienue OBUNCYIUXCR Y108, MAKUX KAK 3040 ombopa npob, Grok 3axeama Kiosem u
m.0.

(4) IHpu nepeynaxosKe u MpaHCROPMUPOSKEe ARAAUIAMOPA MPAHCROPMUPOSKA
donaicna npouzeodumscr npu memnepamype -20 °C ~ 55 “C, omuocumenshoit gnaxenocms
<85 %, bapomempuvuecxom daenenue 50 slla ~ 106 xila. Bo spema mpancnopmuposxu
obpamume snumanue Ha cumeonst «Beepx», «Xpyniuiin, «Bepeuv om doxwcor u erazu» u
«He xamumo», na ynaxosxe u mpanucnopmupyiime npufiop s coomeemcmsuu ¢
mpebosanunmu.

(3) Ilpu nepeynaxoaxe u mpancnopmuposke ycmpoiicmea no3abomemecs o 3auiume
nepeoneii nanenu, 3o010a ombopa npob, 6oka 3axeama Kiosem u m.0. G MaKyNce WmMyyepos
HCHOKOCMHO CUCIIEMY HA 3AONEIR RANENY O SHEIINE20 YCUNUR W KONMAKME C OpYZUMU
npedomemanu unu nospexcoenus. Bo spemr mpancnopmuposku ananuzamop Oondcen
0CHIG6amMbCR 6 BEPMUKATTOHOM NONOICEHUU H HE OORNCEN Boims HAKAOHEN WIH NOCMAsTeH
#a box. Cmapaiimecy uibezams subpauyuu 6o epems paboms. IMocne cepeucnozo
OBCAYHCUBANUR HITH PEMONING, NPOEEPLINE €20 NEPED UCNOTLIOBANHUEM.
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MpunoxeHue |I: HanMmeHOBaHWA U cofep>XaHWe TOKCUUYHBLIX / OMACHbIX BELLECTB
WIN 3/1EMEHTOB

1. HanmeHoBaHnA " cogepXXaHne TOKCUYHbIX / onacHbIX BelecTB NN 3/1EMEHTOB

TOKCUYHbIE / OracHble BELLECTBA UW SMIEMEHTbI

CBUHeL PtyTb Kagvmuit  LllectvBaneHt-  Monubpomu-  Monmbpomupo-
fleTant (Pb) (Hg) (CD) HbI/ XpOM pOBaHHbIE BaHHble 3(MpbI
(Cr(v) OutheHNNbI AvidbeHunna
(PBB) (PBDE)
BcTpoeHHas
x o) 0 0 0 o)
MOHTa)XHast nnata
Kopnyc X o 0 X 0 o
[Jucninein x 0 0 o 0 o
DOoTO3NEKTPUYECKNE
X 0 0 0 o o
KOMMOHEHTBI
BHyTpeHHMI
3MEKTPOHHBII 0 0 0 o ) om
npoBof,
MpuHaaeXHOCTU X 0 0 0 0 0

0: YKa3blBaeT, YTo COLEPXKaHWe TOKCUYHOTO / 0MacHOro BeLLeCcTBa BO BCEX OffHOPOZAHbIX MaTepuasiax KOMIMOHEHTa
HWXe npeaena, ykasaHHOro B ctaHgapte SJ /T M 363-2006.

X YKasblBaeT CoAepXKaHyie TOKCUYHOTO / OMacHOro BELLECTBa MO MeHbLUell Mepe B OfHOM OfHOPOAHOM Matepuane
KOMIMOHEHTa MPeBbLILLAET Npeaen, yKasaHHbIA B cTaHgapTe SJ / T11363-2006.

2. OnncaHune cumBsona

3Hak neprofa 1Crob3oBaHNs 0XPaHbl OKPYXKAtOLLEH CpeAbl

3HayeHVe 3HaKa: INEKTPOHHbIN MHAOPMALMOHHBIA NPOAYKT COAEPXKUT ONpefeneHHble
TOKCUYHbIe / OMacHble BELLEeCTBA, CPOK WCMOMb30BaHWA KOTOPbIX cocTaBnsieT 20 net. Bbl
MOXeTe WCMoMb30BaTb €r0 B TeUYeHWe 3Toro nepuofga. Korga aToT Mepuoj WCTEKaeT, NMPOLYKT
LO/MKEH BOWTU B CUCTEMY MepepaboTKM.
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I'naea 16. Ynaxkoska, xpaHeHue, TPaHCNOPTHPOBKA

MpuGop ynaxosuBaercs B ¢anHepHui kopob, obecneunsalommii  COXPAHHOCTD
MERHUMHCKOTO HM3ACAHA OT KIMMATHYECKHX M MEXAHHYECKHX B803AcHCTRUA npu
TPAHCNIOPTHPOBAHHH,

Buytpu kopofa npuGop co Bcex CTOPOH OKPY)KEH NPOKNAAKaMH M3 BCMEHEHHOTO
nonHMepa. Takke, NPOKNAAKA M3 BCTICHEHHONO MNOAHMEPA AOMKHA HAXOAUTLCA BHYTPH
aHANU3ATOPA, 3AUIHLLAR OTCEKK ANA peareHTOB H 00pa3uos, a Takxe OaokoB NpoGo3abopruka 1
yana 3axpara KioBeT. PeMHH MexaHW3MOB nepemeuicHus Gaoxos npobo3abopuuka M yana
3aXBaTa KIOBET AOHKHLI OBITh CTAHYTH NOTMMEPHBIMH XOMYTaMH, HCKIOYAIOUIMMH CayHaiiHoe
nepeMeLeHHe Y3I0B.

Xpanute H3aenne HEOOXONHWMO B CYXHX NMOMEINCHHAX APU TEMNEPaType

ot - 20 °C no + 55 °C u orHOCHTENBHON BhaXHOCTH <85 %

Bepeun oT nonaganua snaru.

Haberars HarpeBaHda wian XpaHEeHHA NOA BO3ACHCTBHEM NPAMBIX CONHEUHDBIX JyJeil.

IMomeuenue Ana ucereaoBaHMH AOIDKHO MMETh TEMIIEPATYpPY 3KCIUTyarauuu ot + 10 °C
10 +30 °C u otHocHTeNbHOM BRaxHOCTH < 70 %

Ecan npubop oxnaauacs Bo BpeMs TPaHCNOPTHPOBKH, NOAOKAHTE, NOXanyicra, noka
OH HarpeeTca A0 KOMHATHOH TEMNEPATYPHI, NPEKAE YEM €0 BKIIOMATS.

[pu nocTaHOBKE Ha XpAHEHHE M3/EIHE JOKHO ObITt yNaKoBaHO B YNAKOBOMHYIO Tapy
NOCTABIHKA (NPEANPHATHA - H3NOTOBHUTENA).

Honyckaercs TPaHCNOPTHPOBKZ TPAHCNOPTOM BCEX BHAOB B KPHITHIX TPAHCMOPTHLIX
CpeACTBaX B COOTBETCTBMM C MPAaBANAMH NEPEBO3OK, NCHCTBYIOLMMY HA TPAHCTIOPTE AAHHOIO
BHAA NMpH TemneparypHoM pexume oT — 20 °C ao + 55 °C W OTHOCHMTENLHONH BIAXKHOCTH
Bo3AyXxa 20 85%.

MpwuGop a0MKEH TPAHCHOPTRPOBATECH TOJILKO B YNIAKOBKE MOCTABLUMKA (NPEANPUATHS -
H3rOTOBUTE ).

JlonyckaeTca TPaHCTOPTHPOBAHUE H3NENHA B AONONHWUTENILHON TPaHCIOPTHOH Tape
TPaHCNOPTHOR KOMNIAHHH.

Cnocof yknaaku TpaHCNOPTHOR Taphl ¢ HANEAHAMH JAOMKEH HCKIIONATH BOIMOXHOCTH
MX nepeMellCHHA.
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MnaBa 17. MapaHTUKX U3roToBUTENA

Cpok akcnnyatauun npubopa - 5 ner.

ABTOpPU30BaHHbI  nNpeacTaBuTens B P® OO0  «JlabopaTopHble  peLleHus»
npesocTaBNseT rapaHTUHBLIA CPOK 3Kcniyataumm npubopa 3 rofja co AHA BBOAA €ro B
3KCnyataumio npy ycnosuu CoBMOLEHNA NPaBUA 3KCNJyaTtauun, NpuBeLeHHbIX B HACTOALLEM
pyKOBOZCTBE.

Onepatop JO/MKEH UCMOMb30BaTb NPUOOP B COOTBETCTBMM C HACTOALLMM PYKOBOACTBOM
Mo 3KcnayaTaumu.

[ns npaBuIbHOrO MCNONbL30BaHWMSA NpuMbopa BO BPeMsi BBOAA B 3KCMayaTauuio Hall
npeAcTaBUTeNb NPoBefeT 00yyeHMe No paboTe Ha npubope.

Mpy BO3HWKHOBEHWUMW HEMCMNPABHOCTU B Npubope, CBSXMUTECL C KBA/IMDULUPOBAHHBIMA
cneymanicTamu npeacTaBnTeNbCTBA Halleld KoMnaHum B PO,

[na coxpaHeHWs rapaHTUW Ha npubop Heob6XoAMMO B TeYeHWe BCEro rapaHTUMHOro
CpoKa MCno/nb3oBaTb Habopbl peareHTOB, KIOBETLI 1 NPOMbIBOYHbIA PacTBOpP, PEKOMEHAOBaHHbIE
aBTOpPU30BaHHbIM npeacTtasutenieM B PO OO0 «JlabopaTOpHble peLleHns».

JononHnTtenbHO ob6paliaeM BHUMaHWe M0/Mb3oBaTeNid npubopa, 4YTO BO3MOXHOCTb
aKcnnyataumMnm  MeAMLUMHCKOro  060pyfoBaHMS  O4HOrO  MPOW3BOAWTENA  COBMECTHO C
NPUHALNEXHOCTAMU Jpyroro npoun3BoAnTeNS onpegfensercs aBTOPU30BaHHbLIM
npeactasmTenem B P® OO0 «J1labopaTOpHbIe PeLLeHUs.

B cnyvae HapylleHWsi BblleyKasaHHbIX YC/0BWIA, aBTOPU30BaHHbLIN NpeCcTaBUTENb B
P® OO0 «JlabopaTOpHble peLLeHUs» CHUMaeT ¢ cebs /o6yt OTBETCTBEHHOCTL 3a KayecTBO
BblaBaeMbIX Pe3ynbTaToB M 3a paboTocnocobHOCTb Npubopa, a Takke BrpaBe OTKasaTb B
3aMeHe MO rapaHTWuX BbILEALLEro U3 CTpos nNpubopa MM Kako-nnbo ero yacTtu.

PernameHTHoe W CepBUCHOE 06CNYXXMBAHWE [O/DKHO MPOBOAUTLCA B MEpPUOAbI,
yKa3aHHble B HACTOfILLEM PYKOBOACTBE, CMeuuanuctaMu, WMEKLWMMN  AelCTBYIOLNIA
cepTU(MKaT LOMyCcKa Ha JaHHYK MoAenb npubopa.

CepTuukar [onycka MOXET BblfaBaTbCA aBTOPW30BaHHbLIM rpeAcTaBuTesieM B PO
OO0 «JlabopaTOpHble peLleHns», Mocne NPOXOXAeHUs 0bydeHus Ha 6a3e ronoBHOro odwca,
CEpPBUCHOW CNyXObl.

Mpu BO3HWKHOBEHWW HEWUCMNPABHOCTW BCMEACTBME HeNpaBW/IbHOW  3KCnyaTauum
npnoopa, a Takxe He COOMIOAEHNE BbILe MEPEUNCIEHHbIX YC0BUI rapaHTUA NpekpaLlaeTcs.
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