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User Manual BioSystems BTS

Dear Customer,

Thank your for purchasing our semi-automatic analyser BTS. This semi-
automatic analyser is one of the most technically advanced and easiest
to operate in the market. We are sure that its features will make it a valued
instrument for your laboratory. Although it can be operated in a logical and
simple way through its menu options,we recommend you to read this manual
carefully. It will help you for performing the installation and the maintenance
correctly, and will allow you to get the maximum'benefit from its many

possibilities.
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User Manual BioSystems BTS

1. INTRODUCTION

1.1 About Semi-Automatic Analyzer

The semi-automatic anaiyzer is an in vitro diagnostics device designed to perform ciinical
biochemicai and turbidimetric tests.

The semi-automatic analyser offers high reliability of its entire measurement system thanks to its
opticai system based on LED technology (340 to 670 nm) and great versatility in reading devices
such as flow cell, macro, micro, and semi-cuvettes and tubes. Aii these Reading devices can be
thermostatted quickly and accurately.

User Manual BioSystems BTS | Version 11 - May 2021
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1. INTRODUCTION

1.1 About Semi-Automatic Analyzer

The functionality of this semi-automatic analyzer is completed by a series of automatic calculation
modes that cover most of the possibilities of photometric analysis: end point, differential mode,
fixed time and kinetic, aswellas non-lineartechniques. The calculations also allow the use of multi-

point calibrators and calibration factor, the measurement of bichromatic test and QC management.

BTS’ software allows the programming of up to 39 different parameters, which define a specific
technique. The analyzerincorporates all the official techniques of BioSystems reagents - more than
75 pre-programmed tests - both for biochemistry and turbidimetry tests. In addition, the user can
define new techniques unlimitedly.

User Manual BioSystems BTS I Version i.l May 2021
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1. INTRODUCTION
1.2. Intended Use

The semi-automatic analyzerisusedto determine analyte concentrations using in vitro biochemistry,
turbidimetry measurements on human samples of serum, urine, plasma, cerebrospinal fluid,
seminal plasma or whole blood. The operation is based on the measurement of the concentration

of the analyte present in the sample by measuring its absorbance after the use of one or more
reagents.

The semi-automatic analyzer is for professional use only, for users with adequate training and
capacity for Its use. In conjunction with the installation of the instrument, it is recommended to

read the user manual carefully and follow all the indications, warnings and precautions detailed
therein.

User Manual BioSystems BTS | Version 11 - May 2021
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2. INSTALLATION
2.1. Unpacking and Setting Up the instrument

Unpack the instrument and place ittogether with its accessories on a fiat work surface.

a) Connectthe instrumentthrough its power adapterto the mains.
b) Connect the waste bottle to the instrument through the fluid
outlet fitting of the pump. To do this, use the supplied tube.

c¢) Instaiithe flow cell in the instrument, as indicated in the image.
d) Pass the aspiration tube (c) through the inside of the device
untii it exits in the aspiration zone.

e) Then connectthe waste outlet tube (d) from the cuvette to the
plastic connector. You can startthe analyzer and use it.

NOTE: You can also referto the Quick Guide sheet found in your packaging.
User Manual BioSystems BTS | Version 1" - May 2021
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2. INSTALLATION
2.2. Packaging and Storage

Ifthe semi-automatic analyzer must be stored for some time, it is advisable to clean the fluid circuit
thoroughly. First, with washing solution and then with distilled water. The cannel must be drained
of liquid once the cleaning is finished. The semi-automatic analyzer must be protected from
environmental aggressions, such as dust, excessive humidity, or direct suniight.

If it is necessary to re-send the semi-automatic
analyzer or to move it, it is essential to use the
original packaging.

-i. r, . BioSystems BTS i"ion 1/ )Z1 10
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3. DESCRIPTION
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3. DESCRIPTION

3.1. Analyzer Components - Front

User Manual BioSystems BTS | Version 11 - May 2021
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1. Display Color: Color Touch Screen
to interact with user application.

2. Aspiration Tube: Teflon tube that
aspirates the sample to flow cell.

3. Printer

4. Flow Cell Cover
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3. DESCRIPTION

3.1. Analyzer Components - Back

User Manual BioSystems BTS | Version 11 - May 2021
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5. ON-OFF Push Buttom:
Press 1second to turn on
Press 5 seconds to turn off

6. Peristaltic Pump

7. Power-in Adapter

8. Fan Fiiter

9. USB and Ethernet Ports

10. Externai Waste Tube from
fitting to pump

13
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3. DESCRIPTION
3.1. Analyzer Components - Aspiration System

The aspiration system has the function of moving the liquids when we are using a flow cuvette.

11. Flow Cell
12. Flow Cell Aspiration Tube
13. Flow Cell Waste Tube

14
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3. DESCRIPTION

3.2. Analyzer Components - Tests with standard cuvettes ortubes

Standard disposable cuvettes can be used
for absorbance readings. The cuvettes can be
macro, semi-micro or micro, glass, quartz or
plastic. The optical system ofthis semiautomatic
analyzer is designed to be able to do readings
with test tubes with a diameter of 12 mm. Its
height should not exceed 75mm. To read with
test tubes, remove the flow cuvette, place it in
the housing intended forthis purpose and insert
the tube adapter intothe cuvette holder.

User Manual BioSystems BTS | Version 11 - May 2021
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The semi-automatic analyzer is set for 10
mm square cuvettes so that the absolute
absorbancevaluesread usingtesttubes will not
match the readings of the same simple made
with 10 mm cuvettes. Forthis reason, onlytubes
forabsorbance measurements should be used
intechniques programmed with CALIBRATOR.

15
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4. GENERAL OPERATION
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4, GENERAL OPERATION
4,1 Starting Up

When turning on,the semi-automatic analyser shows the main screen:

= BtoSystems Th 03/1011:36 P

01. 02.

CONCFNTRATtON TFST ABSORBANCE TEST

03. 04. 05.

QUALITY CONTROL TEST CONFIGURATION HISTORICAL DATA

User Manual BioSystems BTS | Version 11 - May 2021
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01. CONCENTRATION TEST: To measure
concentrations inaccordance with a pre-defined
test, that has been programmed previously in the
semi-automatic analyser.

02. ABSORBANCE TEST: To measure absorbance
according to user preferences.

03. QUALITY CONTROL: To manage quality control
and control chart.

04. TEST CONFIGURATION: To edit tests or add
new tests into the analyser.

05. HISTORICAL DATA:To review the test results of
samples previously performed.

17
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4. GENERAL OPERATION
4.2.1 General Options

inf HOME
UTILITIES
SETTINGS

e MANUAL

QUICK RESTART

SHUT DOWN

Ust?r Manual BioSystems BTS | Version 11 - May 2021
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HOME: Main screen direct access from any screen and tests
for all systems components

UTILITIES: To perform adjustments and testing system
components.

SETTINGS: Instrument configuration options.
USER MANUAL: to consult the user manual

SHUTDOWN: This process turn-off analyser. The analyser
drives a user to do end day maintenance.

QUICK RESTART: Fast option to restart BTS software

ALARMS: The pending alarms icon shows a list of warnings or
advice to the user.

18
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4. GENERAL OPERATION

4.2.2 General Buttons: Utilities & Settings

UTILITIES
To perform adjustments and testing system components.

» Show IP: Shows the instrument IP to facilitate
communication through digital devices (if itisconnected
to an internet network).

» Software Update: Automatic procedure to update the
BTS Software.

* Pump Adjustment: The screen allows users to check
and adjust the movement of the pump to placing the
sample in flow cell.

» Temperature Adjustment: The screen allows users to
check and adjust the sensor temperature gap.

* Light Reference Values: The screen shows the current
LED light values from the algorithm to adjust the light
intensity and integration time for sample readings.

User Manual BioSystems BTS | Version 11 - May 2021
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* Functionality Test: test to check the mechanical
functionality of the different equipment systems
(printer, fan, pumps).

* Recover Default Values: Procedure to recover the
original factory values.

SETTINGS
Allows users to adapt some of the semi-automatic
analyser aspects:

» Setup clock/date: Adjustment time and date.

* Wash volume: (microL) Volume aspirated when the
user presses the wash button.

» Patient code: Enable or disable patient code. When
enabled, the semi-automatic analyser requests the ID
patient before each sample test.

19



User Manual BioSystems BTS

4. GENERAL OPERATION

4.2.3 General Buttons: Action Buttons

Go to the next menu or screen.

Return to the previous menu or screen.

User Manual BioSystems BTS | Version 11 - May 2021
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WASH BUTTON:

By pressing this button, the analyser
aspirates a fixed volume of liquid into
the aspiration system. It can be used to

perform washing, cleaning and priming
procedures.

To print tests results when printer is
available.

20
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4. GENERAL OPERATION

4.3 Main Menu Description

= BioSystems Th03/1Q 19:52 P

01. 02.

CONCENTRATION TEST ABSORBANCE TEST

03. 04. 05.

QUALITY CONTROL TEST COMPIOuBATLU HISTORICAL DATA

User Manual BioSystems BTS | Version 11 - May 2021
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01. CONCENTRATION TEST

This option allows the calculation of concentrations
by using any ofthe TEST previously programmed and
stored in the application. On selecting this option,
a screen will pop up with a list of the programmed
tests.

When a test is selected, the instrument will request
the input of a baseline to adjust the ZERO. Always
use distilled water to do the baseline.

When the adjustment to ZERO is complete, the
display shows information about reagent blank and
standard values saved for the selected test.

21
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4. GENERAL OPERATION

4.3 Main Menu Description

01. CONCENTRATION TEST

s CALCIUM CPC « Conceniration test ThD3/1011 50 P
Atthis point, it is possible to do a new reagent blank,
calibrations and quality control for the selected test.
Next, the program guides the user through the
oMiire test procedure by means of different messages

s»woLal TV L .
cosipe. Jrrme displayed on the screen.
0.3 2010/04/31

Caitb>l|d| (ictoi 234 2010/03/13 When areading is done, the display shows the value.

If there is more than one replica, the display shows
the average value. Abnormal values can be removed
in case they appear.

< O ~ A

User Manual BioSystems BTS | Version 11 - May 2021 22
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4. GENERAL OPERATION

4.3 Main Menu Description

= BioSystems 1h03/10 12:03 N
CONCENTRATION TEST ABSORBANCE TEST

03. 04. 05.

QUALITY CONTROL TEST CONFIGURATION HISTORICAL DATA

Usef Manual BioSystems BTS | Version 11 - May 2021
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02. ABSORBANCE TEST

Option to perform direct absorbance readings.

23
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4. GENERAL OPERATION

4.3 Main Menu Description

= Absorbance We 09/1019:27 ~ 02 ABSORBANCE TEST

SUbkfe<«- .
Monochromstie 1

The work section is divided into two parts: On the top
side, the user can select reading conditions. On the
340 2 bottom, the user can see the absorbance readings.

300 ul

Once the Reading parameters have been
RiAD F AN T determined, the analyser requests a baseline,
and subsequently, the user can take absorbance

readings of the samples.
Waiting for baseline

0e

User Manual BioSystems BTS | Version 11 - May 2021

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



User Manual BioSystems BTS

4. GENERAL OPERATION

4.3 Main Menu Description

= BioSystem$ Th 03/10 19.52

O1. 02.

CONCENTRATION TEST ABSORBANCE TEST

03. 04. 05.

QUALITY CONTROL TEST CONFIGURATION HISTORICAL DATA

User Manual BioSystems BTS | Version 11 - May 2021
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03. QUALITY CONTROL

This menu option gives access to the quality
control management program, based on the
Levey-Jennings charts.

25
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4. GENERAL OPERATION

4.3 Main Menu Description

s BioSystens Th 03/10 19.52 P
SD«3
QCI
5CH2 Low Nev«4:10
) High level: 200
so™i- LOT
° 29.5
SOl mg/dL
SD2
NeWQOALITV
(?c2 cosroolL
(0]

User Manual BioSystems BTS | Version 11 - May 2021
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03. QUALITY CONTROL

This option shows a list with the names of all
programmed techniques. The user can select any
test and check the evolution of all quality controls
levels in control charts.

26
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4. GENERAL OPERATION

4.3 Main Menu Description

= BioSystems Th 03/1019:52 ~»

01. 02.

CONCENTRATION TEST ABSORBANCE TEST

03. 04. 05.

QUALITY CONTROL TEST CONFIGURATION HISTORICAL DATA

User Manual BioSystems BTS | Version 11 - May 2021
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04. TESTCONFIGURATION

This option allows the modification of any of the
TESTS previously programmed and stored in the
application. On selecting this option, a screen will
pop up with a list of the programmed tests. When a
test is selected, user can modify any parameter of
pre-programmed test or create a new test.

ITIS RECOMMENDED NOT TO MODIFY ANY OF
THE PRE-PROGAMMED TESTS IN ORDER TO
GET ACURATE AND RELIABLE RESULTS.

27
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4. GENERAL OPERATION

4.3 Main Menu Description

04. TEST CONFIGURATION

S CALCIUM CPC - Concentfalion test Th 03/10 122M #
CENLUI CCaTROIS CAVIMUIION PARAMETERS: This tab shows the main
characteristics of each test.
CALCIUM CPC
VIM  4pwv * Ao *.
mg/dl End point Increasing
>iVF

Monoctiromadc

505 To obtain the most accurate and reliable
N results, BioSystems recommends to not
Test conditions modify the parameters specified in the

AT »d»r official applications.

User Manual BioSystems BTS | Version 11 - May 2021 28
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4. GENERAL OPERATION

4.3 Main Menu Description

04. TEST CONFIGURATION - GENERAL

NAME
Test name

TECHNIQUE SAMPLE UNITS
Units of test results

MEASURETYPE
Users can choose between different types (see section
5 for more information about measure types):

* End point
+ Kinetics

+ Differential
» Fixed Time

User Manual BioSystems BTS | Version 11 - May 2021
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REACTION TYPE

The software displays a window with the following two
options: INCREASING / DECREASING. Indicates whether
the absorbance oftestincreases or decreases with time.

READING MODE
The software displaysawindowwiththefollowingtwooptions:

MONOCHROMATIC: A single measurement is made of the
sample atthe selected wavelength.

BICHROMATIC: Two readings are taken ofthe sample. One at
one wavelength and the other at a reference wavelength. The
absorbance value of the sample is the difference between
both absorbances:

ABS =ABS X main - ABS X reference

MAIN/REFERENCE WAVELENGTH
Wavelengths in nanometres at which testto do the readings.

29
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4. GENERAL OPERATION

4.3 Main Menu Description

04. TEST CONFIGURATION - GENERAL STABILIZATION TIME
Time elapsed between the end ofthe aspiration cycle and the
ASPIRATION VOLUME: The volume in (jL of sample, blank measurement in ENDPOINT and DIFFERENTIAL modes. It is
and/or standard to be aspirated for the measurements. The usually five second, though other values can be programmed,
permitted margin is between 100 and 5000 pL. allowing the measurement to be delayed until the liquid
homogenises perfectly in the cuvette, especially when
working with high viscocity.

Lessthe volume aspirated, more the
carryover contamination between two DILUTION FACTOR
consecutive samples will occur. Enter a dilution factor for the sample. The result of the

concentration will be multiplied by the factor input. The user
has to dilute the sample manually by the factor entered in the
TEMPERATURE; Thermostat showing temperature of programming.
cuvette. Programmable between 25 and 40°C with a
resolution of one degree. INITIAL ABSORBANCE
For KINETIC and FIXED TIME modes only. For an
INCUBATION TIME: Warming time before the first increasingreaction,itisthe maximum admissible absorbance
measurement. value for the first reading. For a decreasing reaction, it is the
mfnimum admissible absorbance value forthe first reading.

User Manual BioSystems BTS | Version I.i - May 2021
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4. GENERAL OPERATION

4.3 Main Menu Description

04. TEST CONFIGURATION - GENERAL

DETECTION LIMIT
Minimum detection limit of the test. If sample exceed this
limit, program gives a warning message.

LINEARITY LIMIT
Maximum linearity limit. If itexceeds that limit, the program
gives awarning message.

MINIMUM NORMALITY LIMIT
The minimum limitfor normal values. That value is printed
with the results and is shown on screen.

MAXIMUM NORMALITY LIMIT
The maximum limit for normal values. Thatvalue is printed
with the results and is shown on screen.

User Manual BioSystems BTS | Version 11 - May 2021
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BLANK LIMIT

The absorbance limitvalue thata blank can take. If it excedes
that limit, the program gives awarning message. It Is possible
to enable or disable to do blank test. It is

mandatory for END POINT and DIFFERENTIAL measure
types.

FACTOR (A)
The multiplicative value applied to the concentration results.

CONSTANT (B)
The additive value applied to the concentration results.

31
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4. GENERAL OPERATION

4.3 Main Menu Description

= CALCIUM CPC - Concentration test

COMTdOIS

STANDARD

Available calibrators

C*«bc«Ne | Cera«XValLo*
ENABLED - 300 m9'4L «1222
Cewx''N'N'-
ENABLED - bIX FI'B'ZU. uw82?
sitnt-mli™
ENABLED * 900 21M9s
AF

User Manual BioSystems BTS | Version 11 -
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Th03/1019:56 P

CAIMAATION

May 2021

04. TEST CONFIGURATION - CONTROLS

CONTROLS: Users can enable or disable QC levels
(up to 3 levels) and edit QC values (QC range and
lot NN,

32
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4. GENERAL OPERATION

4.3 Main Menu Description

04. TEST CONFIGURATION - CONTROLS

s CALCIUM CPC * Concentration test Th 03/1012:19 P

BRI COHTROLS CALIBIti~Tio4 CALIBRATION: Users can selectthe calibration
type; by factor or standards.
Quality control concentrations

bt 1) Calibrating by a factor, users mustenter a

ENABLED i )
1 calibration factor.
23dj892 73.6 mg/dl  99.6 mAdL
Lmi2 2) Calibrating by standard, users can editthe
ENABLED . . . . .
o1 uppfi Wil numberofcalibration points (up to five points), lot
2Mj892 218 mg/dL 296 mg/dL numberand concentration values.
L«el3
$av(
< -
User Manual BioSystems BTS | Version 11 - May 2021 33
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4. GENERAL OPERATION

4.3 Main Menu Description

s BioSystems Th 03/10 19:52 P

O1. 02.

concentration test ABSORBANCE TEST

03. 04. 05.

QUALITY CONTROL TEST CONFIGURATION HISTORICAL DATA

User Manual BioSystems BTS | Version 11 - May 2021
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05. HISTORICAL DATA

It shows a history of all operations performed with
the semi-automatic analyser.

Itallows visualising the stored values of the results
ofthe concentration ofthe patients.

The information shown can be sorted by:

* Date

«Sample ID

*Test results

*Measure type (Blank, Calibration, QC or Samples)

34
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5. MEASUREMENT PROCEDURES
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5. MEASUREMENT PROCEDURES h CALCULATIONS

This chapter reviews the different

measuring procedures based
on the analysis mode and the
that

obtain the concentration values.

calculations are made to
The different formulas used are
shown. Measurement procedures
are the blanks,
standards, controls and samples.
Controls are treated like samples
for every calculation.

same for

A Blank

A standard

A Sample

[...] Xmain

[...] Xreference
[..JR1+HR2

[...JT2

A frac

A TOTAL
AA/min

C Sampe
C Standard
n

f

TR

User Manual BioSystems BTS 1Version 11 - May 2021
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Blank absorbence

Standard absorbence

Absorbence of the sample

Absorbence at main wavelength

Absorbence at reference wavelength

Absorbence of the blank, standard or sample with the two reagents (global reaction)

Absorbence of the blank, standard or sample with the first reagent
(reaction of the sample blank)

Absorbence of the blank, standard or sample mesured after incubation 1
Absorbence ofthe blank, standard or sample mesured after incubation 2
Absorbence of the fraction

Total absorbence

Velocity of change of absorbance of the standard

Concentration of the sample

Programmed of oncentration of the standard

Number of replicates

Standard factor

Fixed factor, depending on the type of reaction.
Its value is (+1) for increasing reactions and (-1) for decreasing reactions.
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5. MEASUREMENT PROCEDURES h CALCULATIONS

5.1 End Point - Definition

ABSORBANCE

The absorbance ofthe reaction is measured justonce
againstthe distiiled water baseitne. In this procedure,
one ortwo reagents can be used and the absorbance
can be measured at one or two wavelengths.
Calibration is based on the use of standards (one or
several) or a programmed factor. A blank is prepared
for each test with reagent alone or the reagent with
water. The absorbance of the blank is also measured
againstthe distilled water baseline.

ASample =[ASample] - [ABlank]
AStandard =[Astandard] - [ABlank]

AQC =[Aqgc]- [ABlank]
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MONOCHROMATIC / BICHROMATIC

The absorbance can be measured at one or two
wavelengths. In the case of bichromatic readings, the
absorbance value istaken as the difference between
the absorbance at the main wavelength and the
absorbance atthe reference wavelength.

ASample =[ASample] Xprincipal - [ASampie] Xreference
Astandard = [Astandard] Xprincipal - [Astandard] Xreference

ABlank =[ABlank] Xprincipal - [ABlank] Xreference
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5. MEASUREMENT PROCEDURES h CALCULATIONS

5.1 End Point - Concentration

FACTOR

The concentration is calculated using a programmed
factor with the formula:

CSample =TR*F- (ASample-ABlank)

SINGLE STANDARD

Ifastandard isused atasingle point,the concentration
is calculated with the formula:

[ASample] - [ABlank]
CSample = + CStandard
[AStandard] - [ABlank]
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Based on the value of the absorbance obtained, the
concentration ofthe analyte inthe sample can be calculated:

MULTISTANDARD

If a multi-point standard is used, the concentration
is calculated using a standard curve or function. This
curveisobtainedfromtheprogrammed concentration
values of the standards and the absorbance values
measured for each one with respectto the baseline,
with the formula:

CSample =Func [ASample]
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5. MEASUREMENT PROCEDURES h CALCULATIONS

5.2 Differential bi-reagent - Definition

ABSORBANCE

For each test, a blank is prepared using distilled
water instead of the sample or just reagents. The
absorbances of this blank, with the first reagent
(R1) and with both reagents (R2), are also measured
against the distilled water baseline. Calibration is
based on the use of standards (one or several) or a
programmed factor. The absorbance value is the
difference between the absorbance measured with
both reagents and the absorbance measured with just
the first reagent:

ASample =[ASampie] R1+R2 - [ASample] RL
AStandard =[AStandard] R1+R2- [AStandard] Rl
ABlank =[ABlank] R1+R2 - [ABlank] Rl
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MONOCHROMATIC/ BICHROMATIC

The absorbance can be measured at one or two
wavelengths. In the case of bichromatic readings, the
absorbance value is taken as the difference between
the absorbance at the main wavelength and the
absorbance atthe reference wavelength.

ASample =[ASample] Xprincipal - [ASample] Preference
AStandard =[AStandard] Xprincipal - [AStandard] Preference

ABlank =[ABlank] Pprincipal - [ABlank] Preference



5. MEASUREMENT PROCEDURES h CALCULATIONS

5.2 Differential bi-reagent - Concentration Based on the value ofthe absorbance obtained, the concentration
ofthe analyte in the sample can be calculated.

FACTOR MULTI-STANDARD
The concentration is calculated using a programmed If a multi-point standard is used, the concentration
factor with the formula: is calculated using a standard curve or function. This

curveisobtainedfromthe programmed concentration
values of the standards and the absorbance values
measured for each one with respect to the baseline,
with the formula:

CSample =TR*F* (ASample-ABlank)

SINGLE STANDARD

Ifastandard isused ata single point,the concentration
is calculated with the formula:

CSample. IASamplel-lIABlank] . csample » Func [ASample]
[AStandard] - [ABlank]
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5. MEASUREMENT PROCEDURES & CALCULATIONS

5.3 Fixed Time - Definition

ABSORBANCE

The absorbance ofthe reaction is read in two specific
times with respect to the distilled water baseline at
just one wavelength. Calibration is based on the use
of standards (one or several) ora programmed factor.
The absorbance value is the difference between the
absorbance measured at time interval T1 and the
absorbance measured attime interval T2.

ASample =[ASample] T2 - [ASample] TL
Astandard =[AStandard] T2 - [AStandard] TL
ABlank =[ABlank] T2 - [ABlank] TL
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5. MEASUREMENT PROCEDURES h CALCULATIONS

5.3 Fixed Time - Concentration

FACTOR

The concentration Is calculated using a programmed
factor with the formula:

CSample =TR*F- (ASample-ABlank)

SINGLE STANDARD

Ifastandard isused ata single point,the concentration
is calculated with the formula:

[ASample] - [ABIlank]

CSample = . » CStandard
[AStandard] - [ABlank]
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Based on the value ofthe absorbance obtained, the concentration
ofthe analyte in the sample can be calculated.

MULTI'STANDARD

If a multi-point standard is used, the concentration
is calculated using a standard curve or function. This
curveisobtained from the programmed concentration
values of the standards and the absorbance values
measured for each one with respect to the baseline,
with the formula:

CSample =Func [ASample]
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5. MEASUREMENT PROCEDURES h CALCULATIONS

5.4 Kinetics - Definition

Variation inthe ABSORBANCE by time unit

The kinetic mode is used to measure the catalytic
activity of an enzyme. The absorbance of the reaction
against the distilled water baseline is measured
regularly during several cycles, between time intervals
Ti and Tf as programmed in the test. The readings
are taken at only one wavelength. Based on these
absorbance readings, the analyser calculates the
variation in the absorbance of the reaction by time
unit. Calibration is based on the use of standards (one
or several) ora programmed factor.
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LINEARITY CHECK

The catalytic activity is measured by the velocity of
the reaction, which is proportional to the slope of the
absorbance curve as opposed to the time. This slope
is calculated using the linear regressionmethod for all
the absorbances measured between time Intervals TI
and Tf. The most common units for measuring the
slope are JA/min. The semiautomatic analyser reads
at regular inten/als and automatically calculates the
best straight line regression using the least squares
method.
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5. MEASUREMENT PROCEDURES h CALCULATIONS

5.4 Kinetics - Concentration

FACTOR SINGLE STANDARD
The concentration Is calculated using a programmed Ifastandard isused atasingle point,the concentration
factor with the formula: is calculated with the formula:
AAA sample
AA -
Csamp|e = TR; F. A samp|e blank Csample— TR. F. .Cstandard

At A
AA standard - L/Lt blank
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6. MAINTENANCE

6.1 General Maintenance Rules

The semi-automatic analyserisdesigned fortrouble free operation and requires minimum maintenance.Toensure
reliable capability to prolong the instrument’s life, perform periodical maintenance forthe instrument according

to the user manual.

Do not perform any maintenance other than what is specified in this
chapter; otherwise, human injury and instrument damage may occur. The
unauthorized maintenance for instrument may cause system damage and
human injury, and invalidate the terms of maintainance service stated in
contract. After maintenance, make sure the systems are in working order.

CAUTION
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6. MAINTENANCE

6.1 General Maintenance Rules

* Neveruse detergents orabrasive products to clean the outside ofthe semi-automatic analyser. Use onlyadamp
cloth dampened in waterand neutral soap.

« Ifa reagentorcorrosive product spills onto the semi-automatic analyser, wipe it immediately with a damp cloth
in water.

» Always leave the flow cell filled with distilled water or air. Never leave any reaction mixture in it.

*The cuvette holdertray isequipped with watertightjoints in orderto prevent penetration of liquid into the inside
ofthe instrument. If liquid is spilt onto the tray, wipe Itwith a damp cloth.

BIOLOGICAL DANGEROUS

Be sure to put on protective clothes, gloves, and even
goggles when necessary before maintenance.
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6. MAINTENANCE

6.2 Maintenance Schedule

FREQUENCY

Atthe beginning of working day

Between methods

Atthe end of working day

Every week

Every month
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ACTION

Wash

Rinse

Rinsing

Wash
Rinse

Clean

Wash

Rinse

Verify
Verify

Clean

WHAT TO DO

Aspirate washing solution

Aspirate distilled water

Aspirate distilled water only

Aspirate washing solution
Aspirate distilled water + air

Clean outside the analyzer

Aspirate washing solution

Aspirate abundant distilled water + air

Pump calibration
Flow cell external cleanness, and clean if needed

Filter fan
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6. MAINTENANCE

6.3 Daily Maintenance
It isrecommended to do the initial start up and shut-down steps to optimize the functionality of the analyzer.

Atthe beginning ofthe day,once the analyzer has been switched on, itisrecommended to aspirate 5 mlofwashing
solution and and then plenty of distilled waterto prepare the aspiration system.

On completing a series of measurements or after a long stand-by, itisrecommended to rinse aspiration system
with washing solution and abundant distilled water in order to clean and remove any bubble.

Atthe end ofthe working day,wash thoroughly with a washing solution. Lastly, rinse with distilled waterand empty
the aspiration systems by performing wash cycles with air only.
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6. MAINTENANCE

6.4 Preventive Maintenance

Itisrecommended to do a weekly preventive maintenance to optimize the functionality of the analyzer.

CLEANING ASPIRATION SYSTEM
It is necessary to clean the aspiration system properly after each series of measurements and at the end of the

day. Wash the aspiration system thoroughly with washing solution. Keep washing solution inside aspiration system
for 5 minutes. Lastly, rinse with abundant distilled water and empty the circuit by performing wash cycles with air

only.
Ifthe outer end ofthe aspiration tube isdamaged, replace it. Always use original spares.

PUMP calibration
Verify if peristaltic pump iscalibrated by using UTILITY function CALIBRATE PUMP. In case peristaltic pump is not

well calibrated, proceed to adjust by using UTILITY function CALIBRATE PUMP.

ADVICE: Change the tube of the peristaltic pump once a year
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6. MAINTENANCE

6.4 Preventive Maintenance
Itisrecommended to do a weekly preventive maintenance to optimize the functionality of the analyzer.

CLEANING FLOW CELL

Check forcleanness of flow cell. Ifflow cell is dirty or has splashes on it, proceed to clean as described.

a) Toclean the inside, proceed as described in CLEANING ASPIRATION SYSTEM.

b) Toclean the outside, firstuse a papertoweldampened with distilled waterand then usea papertoweldampened
with alcohol (70% ) to remove any dustor splashes and letitairdry.

ADVICE; Itisrecommended notto touch flow cell optical sides to avoid dirtying the optical
parts ofthe cell. It could affect optical readings.

CLEANING FAN FILTER

1) The filter is on the back ofthe semi-automatic analyzer. Remove the plastic cover by pulling lightly to access
the filter.

2) Change or clean the dust filter of the fan. To clean the filter, wash it with water and let itdry before replacing it.
Replace the filter in its housing.

3) Putthe plastic cover back in position.
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6. MAINTENANCE

6.5 Disposable Waste

The semi-automatic analyzer has a waste bottle where the remains are stored. To carry out the waste disposal
correctly, should follow good laboratory practices in accordance with the local or national legislation as per the

country.

BIOLOGICAL DANGER

The waste contained in the waste bottle carries biological risk
for the operator. Wear gloves, gown, and lab goggles to handle
the waste bottle.
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/. TROUBLESHOOTING GUIDE

Troubleshooting directions are designed to help the user search and eliminate the malfunctions inthe operation,
and also offer ways to obtain timely and convenienttechnical help from BioSystems.

Forcorrectand quick troubleshooting, read through the user manual carefully and be familiar with the operation
and maintenance measures.

GENERAL PROBLEM PROBLEM DESCIPTION LIKELY CAUSE or CORRECTIVE ACTION

» Check if peristaltic pump tubing is con-nected properly,

Liquid is not aspirated when if not reconnects correctly.
the Dynamic key <WASH> « Perform pump calibration again.
switch is pressed + Replace tubings
ASPIRATION « Call Technical Service
SYSTEM
* Ensure thattubings are properly con-nected.
Peristaltic Pump operates * Check tubing for b_lockfelge, crlmps or leaks.
but liquid is not aspirated. « Perform pump calibration again.
* Replace tubings.
» Call Senlice Engineer.
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GENERAL PROBLEM PROBLEM DESCIPTION

Contamination
between samples

CONTAMINATION
PROCESS

Contamination
between methods
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LIKELY CAUSE or CORRECTIVE ACTION

Itis not necessary to wash the instrument between different
samples forthe same method. However:

a) In case of high risk of cross-over, you could pre-rinse the
flow cell by aspirating distilled water, followed by air (to avoid
dilution) between the samples.

b) In case of a strongly colored reagent, it might be necessary to
pre-rinse the flow cell with (working) reagent before aspirating
the first measurement. Otherwise the first measurement could

be influenced by the distilled water used to zero the instrument.

Always rinse the flow cell with distilled water to avoid
contamination problems.
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GENERAL PROBLEM PROBLEM DESCIPTION LIKELY CAUSE or CORRECTIVE ACTION

* Check ifthe aspiration volume Is programmed and whether the
amount of liquid aspirated is as programmed.
+ If the aspiration is not proper, calibrate pump.
Poor reproducibility + Check expiry date of the reagent and control material used.
and erratic readings. + Check if all the necessary precautions have been taken.
Always use clean glassware.
+ Check flow ceil for air bubbles.
+ Call service engineer.

TEST RESULTS

Check ifthe fiowcell is placed in the light path of the cuvette.

Wash fiowcell with washing solution and rinse with distilled water.
Check QC lot n®and limit ranges.

Prepare new reagentand fresh calibraton and QC

Perform a new reagent BLANK and CALIBRATION and test QC again
Tested again with new QC and reagent.

Control values not
within range

Cali technical service.
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GENERAL PROBLEM PROBLEM DESCIPTION

The result

TEST RESULTS reproducibility is low

Analyzerworking but
suddenly LCD display
becomes faint and
alphanumeric characters

SEMI-AUTOMATIC are notseen.
ANALYZER

External keyboard is not
working
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LIKELY CAUSE or CORRECTIVE ACTION

* There are bubbles inside the flow-cell, and it should be washed.
Check the aspiration condition of flow-cell.

* The usage amount of reagent is too little, and the dosage should be
increased. Clean with washing solution and distilled water

* Check forany heavy fluctuation in mains supply. Should not be
more than+/-10%.
* Check loose connection of main cable or DC jack pin.

Check the cable connected to the rear panel of the analyzer.
In the eventthat USB-C ports fail, contact Technical Service
Connect the analyzer through the internet and work through your PC.
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GENERAL PROBLEM PROBLEM DESCIPTION

The temperature

attained inthe flow
REACTION cell isnotwithin £

TEMPERATURE 0,5° C ofthe selected

temperature.
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LIKELY CAUSE or CORRECTIVE ACTION

* Ensure thatthe flow cell is completely

inserted in the slot and is in its proper position.

+ Refrigerated reagents should be allowed to attain Room
Temperature before use.

+ Adjust Temperature by using utility function menu for Temperature
adjustment

¢+ Call Technical Service.
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GENERAL PROBLEM PROBLEM DESCIPTION
THERMAL Internal printer is not
PRINTER working
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LIKELY CAUSE or CORRECTIVE ACTION

+ Make sure thatthe paper roll Is installed pro-perly with the heat
sensitive surface up. (The analyzer will not print if the paper is fed
reverse).

» Check if paper isthermal paper as per the specifications.

+ Check printer lever locking system. It should be in closed position.

» Call Technical Service.
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8. ACCESSORIES AND SPARE PARTS

8.1 End User

AC17433 AC17435 AC17436 AC17437 AC17438 AC17440

Row Cell Waste External Tube

D

AC17441 AC17442 AC10453 AC17443

Bottle Waste Test Tube Adaptor Washing Solution
Bottle (4x100mL)

1]

If any ofthe accessories are lost or damaged, or If consumable material needs to be re-stocked, always use original material.
Inthis case, contact the usual dealer and order the spare parts using their corresponding codes.
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8. ACCESSORIES AND SPARE PARTS

8.1 End User - electrical components

AC17439 AC14694 CA10456 CA10455

If any of the accessories are lost or damaged, or if consumable material needs to be re-stocked, always use original material.
In this case, contact the usual dealer and orderthe spare parts using their corresponding codes.
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8. ACCESSORIES AND SPARE PARTS

8.2 Technical Service

AC17444 AC17445 AC17446 AC17448 AC17452 AC17450

Peristaltic Pump CPU Photometer PCB Optical Bench

AC17451 AC17447 AC17449

If any of the accessories are lost or damaged, or If consumable material needs to be re-stocked, always use original material.
Inthis case, contact the usual dealer and orderthe spare parts using their corresponding codes.
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8. ACCESSORIES AND SPARE PARTS
8.3 Warranty Limits

Improper use (falls, negligence, electrical mains outside tolerances, inappropriate environmental or location
conditions) and the internal manipulation of the instrument by persons not authorised by the manufacturer or

without using original consumables and spares (tubes, etc.) will renderthe warranty invalid.

Consumer components such as the peristaltic pump tubes, Teflon tubes are not included inthe warranty.

ATENCION
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9. TECHNICAL SPECIFICATIONS

Compliance with applicable directives and legislation: 98/79/CE Directive on in vitro diagnostic medical devices.

Optical System Thermostatic System
Nominal rantie -0.2 to 3.5 A Thermostatation range 25° Cto 37°C
N*ofwavelengths 8 Accuracy ofthe temperature =+ 0.5°C
Wavelengths installed 340,405,505,535,560,600,635,670 Temperature stability +0.2°C in 30 minutes

Band width of each wavelength 10+x2nm
Wavelength error (1) *2 nm
Digital resolution 0.0001 Afor2.0 A
Screen resolution 0.001 A
Baseline stability betterthan 0.001A in 60 minutes

Accuracy ofthe CV <1% at0.1A
measurement (1) CV<0.1%at2A

+5% at 0.1 A
Trueness ofthe +29% at1.0 A

measurement (1) +2% at2.0 A

+ 5% at 3.0 A
’ (1) para 340,405 y 505 nm
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9. TECHNICAL SPECIFICATIONS

Compliance with applicable directives and legislation: 98/79/CE Directive on in vitro diagnostic medical devices.

Aspiration System

Aspiration tube (external length)

Flow Cuvette

Length of light passage
Diameter of light passage
Volume

Quality of the glass
Standard cuvettes

Testtubes

approx. 80 mm

10 mm
1.5 mm
18 mL

Quartz

Macro, semi-micro, micro

Round base with a diameter of 12
mm x75 mm in length
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Peristaltic Pump

Type of operation
Nominal flow

Aspiration volume

Cross contamination

Waste bottle capacity

Stepper motor
10 mL/min
100 mL -5000 pL

<5% at200 pL
<3%at 300 pL
<0,7% at 400 pL

1L
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Compliance with applicable directives and legislation: 98/79/CE Directive on in vitro diagnostic medical devices.

Processing Unit

CPU

Memory-r-Onboard Storage
USB3.0 Ports

Onboard Network

Database capacity (results)
Dimensions and Weight
Size (HxW xD)
Weight
Environmental Conditions

Use
Height

Room temperature

External Power Supply

H6 Quad-core 64-bit 1.8GHZ ARM Cortex™-A53 Voltage 100 Vto 240 VAC
1GB LPDDR3 (shared with GPU) +8GB EMMC Rash Frequency 50/60 Hz

2 XUSB 3.0 Host Output voltage 15V CC
10/100M/1000M, Ethernet RJ45 Output power 30W

>1.000.000 results

Instrument Power Consumption

180mm X245mm X438mm (7.1inx9.6in x17.3in) Average 5W performing measurements
4290 gr. (9.43 Ib) Minimum 2 Won standby

Indoor Maximum relative humidity 85%

<2000 m Installation category (current surge category) |l

10°C-35°C Pollution grade 2
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10. END OF PRODUCT LIFE

Compliance with applicable directives and legislation: 98/79/CE Directive on in vitro diagnostic medical devices.

Atthe end ofthe product life of the analyser, disposal of the unit must be done in accordance with the environmental
legislation enforced in each country. If that country is an EU member state, the WEEE directive on electrical and
electronic appliances will apply. In other words, when the appliance’s useful life has ended, itis converted into
waste and must be separated from household waste for correct recycling. For this purpose, contact your regular
distributor for them to carry out the recycling process.

Use gloves to handle any of the analyzer that has been in contact with biological material: tips, containers,
tubes, etc.

Dispose of this material in accordance with current legislation for the disposal of hazardous biological waste
from your national or local government.
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11. MANUAL VERSION

Manual Version Software Version Date Revision
1.0 1.0 January 2021
1.1 1.0 May 2021
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Modification

Inicial version

Changes inthe illustrations - Position of the Flow
Cell - pages 9 and 14
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|d BioSystems S.A.

C/Costa Brava 30,08030
Barcelona (Spain)

www.biosystems.es
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PykoBoAacTBO nonb3osarens AHanusaTop nabopaTopHblil nonyasToMaTU4eCckui
BTS-350 ¢ npuHagnexHocTtaAMU

YBaxaemble NOAL3OBATENM,

bnarogapum Bac 3a Bbi6Op Hawero Ananusar(;pa nabopaTtopHoro mnoayasTomaTMyeckoro BTS-350. [laHHbiid
NOAYaBTOMATUMECKUA aHANM3ATOP ABAAETCA OAHMM M3 CaMbIX TEXHMHYECKW COBEPLIEHHBIX M MPOCTHIX B WCNONL3OBAHMKM HA
pblHKe AMArHOCTUKWM in-vitro. Ml yBEpeHW, YTO BCe 3T AOCTOMHCTBA CAENAIOT aHA/NW3ATOR OAHMM M3 Haubonee LEHHBIX
npubopos 8 Bawei nabopatopuu. MeHio npubopa NOTUMECKM NOHATHBI M NPOCTHI U Bbl MOXKETE NErKO NOAL30BATLCA
Npubopom, HO Mbl HACTOATENBHO PEKOMEHAYEM BHUMATENbHO U3YUMTb AaHHOE PYKOBOACTBO. OHO NOMOMET BbiMOAHUTDL
KOPPEKTHO MHCTANNALMIO W NpoBecT OBCAYXMBaHME, @ TaKKe MaAKCMMaNbHO 3PPEKTUBHO BOCNONb30BATLCA BCEMU
AOCTOMHCTBAMM aHAU3aTOpA.
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1. Bcrymwienne
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PykoBoACTBO nosb3oBaTenst AHanusaTop nabopaTopHbiii NONyaBTOMaTUYECKNiA
BTS-350 ¢ npuHapnexHocTamMu

1. Bcrynienue

1.1 O noayaBToMaTH4YeCKOM aHaJIH3aTope

PYHKUMOHANBHOCTb AAaHHOrO AHanusatopa nabopaTopHOro nonyastomatudeckoro BTS-350 ¢ npuHagneXXHOCTAMMU
(nanee no Texkcry — «AHanusarop BTS-350») ekniouaeTr B8 ce6A HECKONbKO PeXMMOB aBTOMATHMHECKUX BbIYUCACHUH,
KoTopble Haubonee 4acTo UCNONBIYIOTCA ANA GOTOMETPUHECKUX AHANU30B: KOHEUHAA TouKa, AuddepeHumanbHbLIn
pexum, PUKCMPOBAHHOE BpeMAR M KMHETHKA, a TaKKe HeNMHEeHHbIE METOAMKMU pacdeta. PacyéTthl BOSMOMXHbI C
UCNONL3OBAHUEM MHOTOTOYEYHOM KanuMOpPOBKK, a TaKKe WCNOAb3yA KanubpOBOYHLIA ¢aKTOp, u3MepeHua ¢
6uxpomaTMYeCcKum uamepeHuem U ucnonssosaHue KoHtpona Kauecrsa.

MporpammHoe obecneveHne AHanmsartopa BTS-350 nossonser 3anporpammupoBatbh A0 39 pasnnuyHbIX NapameTpos,
KOTOpbIe 33A3I0T cneuManbibie metoauku. lporpamma aHanusaTopa sknlovaer 8 ceba Bce opuuUanbHbie METOANKK
peareHToB BioSystems — 6onee 4em 75 npeABapUTENbHO 3aNPOrPaMMHUPOBAHHLIX METOAUK, KaK HUOXMMMUMECKUX, TaK U
TYPOnaumerpuueckmnx. JLONOAHUTENBHO, NONAB3OBATENL MOXET CaMOCTOATEABHO 3aNPOrpammMupoBaTh HeorpaHuyeHHoe
KOAUYECTBO METOAMUK.

HasHauenue: AHaNU3aTOp onpeaenaeT KOHUSHTPALMIO aHaAUTa NO NPUHLMNY M3mepeHna onTuyeckoil abcopbuum,

npeaHasHavex ANA NPUMEHEHNA K KAWHUKO-AMarHocTuieckux naboparopuax My

Mpubop 3apeructpuposad B8 Poccuiickol ®Pegepaunu, Aencteyiollee PeructpauMoHHoe yaocrosepeHue Ne &C3
2010/07349 or 20.07.2010 .
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PykoBoACTBO Nonb3oBarens AHann3artop nabopartopHblii NoNyaBTOMaTUYECKUIA
BTS-350 ¢ npuHagnexHocTaMu

1. Bctynnenune
1.2 Ucnonb3oBaHue aHaAU3aTOPa

Hasnayenne, ycTaHOBAEHHOE NPOU3BOAUTENEM: AHANU3ATOP ONpPefenieT KOHUEHTPALUMIO aHanuTa no NpUHLMnY
U3MepeHna onTuieckoi abcopbumn, NnpeaHasHaveH ANA NPUMEHEHUA K KAWHWKO-AnarHocTUYeckux nabopatopuax /NY.

MonyaBTOMaTHYECKUA aHANM3ATOP WCNONL3YETCA OAA ONpPeAe/eHWA KOHUEHTPALMM aHANUTOB B OMOXMMUYECKUX W
TYP6naumeTpruUeckux 3mepeHuax in-vitro AMarHOCTUKM B creayowmx TMnax obpasyax yenoBeKa: CbIBOPOTKA, Moua,
nNasma, CNUMHHOMO3SrOBaA MXMAKOCTL, MIA3Ma WAM UenbHaa KpoBb. OnpegeneHUe OCHOBAHO HA M3MEpPEHUH
KOHUEHTPaLmuKu aHanuTa, NpucyTcTeyowero B obpasue, nyrem usmepexuna ero abcopbuumn nocne aobasneHun oaHoOro
nnun 6onee peareHToB.

MonyaBTOMaTHMYECKMIA aHANW3aTOP NPEAHA3HAYEH UCKAIONMTENILHO AR  NPOGEcCMOHANBHOTO  UCMONb3OBaHMKA,
NOAbL30BaTENAMMU NPOWEAWNMI COOTBETCTBYIOWEE 0ByYeHne U cNOCOBHBIMM K €70 HCNOAL3OBaHMIO. Moce HHCTaNNALUK
npubopa, HaCTOATENABHO PEKOMEHAYETCA BHUMATENbHO M3y4uTb PyKOBOACTBO nonb3osatens u cobnopgate Bce
noApobHBIE YKasaHuA, NpeAynpPeAeHUA U Mepbl NPEAOCTOPOMHOCTH, YKA3aHHDIE B HEM.

1.3 Nokasanua 1 NPOTMBONOKA3aHUA K UCNOAL30BAHMIO aHaAM3aTOPa

MokasaHuA K NnpUMeHeHMIo: He NPMMEeHMMO 8 OTHOWEHUKM NALMEHTOB. UCNOAL3YETCA ANA NPoBeaeHUA BUOXUMMUUECKUX 1
TypbuanmeTpuueckux uamepeHnit ana in-vitro aMarHocTUKM B8 0bpasuax 6MONOrMECKUX MUAKOCTER, NOAYYEHHbIX OT
yenoseka. He BAMAET Ha TOMEOCTa3 OPraHU3Ma NAUMEHTOB, HE B3aUMOAERHCTBYET C NaLMEHTaMKH, HE NPUMEHAETCA ANA
CaMOANArHOCTUKM.
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PykoBoAcCTBO nonb3osarens AHanusartop nabopaTopHbin NonyasToMaTUHECKUA
BTS-350 ¢ npuHagnexHocTamu

flpoTusonoKa3aHUA K NpumeHeHmio: He npumeHMMO B OTHOLWEHUU NauveHTos. He BAUAET HA romeocTas OpraHuIma
NaunueHTos, He ssaumoneﬁmyer C NAaUUeHTamMy, He NpUMEHAETCA AnA CamoaUnarHOCTUKK.

1.4 Mepbl NpeAOCTOPOIKHOCTH

Bceraa ucnonbayifte MeanUMHCKUE NepHaTKU W APYrve 3aWMTHuie cpeactea npu paboTe ¢ maTepuanamu, Kotopble
KOHTaKTMPOBaNK ¢ GUOAOTUHECKUMMU MaTePUANAMKN: HAKOHEYHUKM, EMKOCTH, NPOBUpPKH 1 T.4,

Bceraa vcnonuayifte meguLMHCKUE NEpyaTKUW W Apyrue 3aluuTHbie cpeacTsa npu pabore ¢ NOCTYNUBLIMMMU Ha
UccnepoBaHWE MATEPUANaAMU KaK Ha NPEaHANUTUYECKOM, TaK U Ha APYrUX 3Tanax UCCAEA0BAHMA BNAOTL A YTHAU3aAUUK
uccneayembix marepuanos. NpenebpexeHue sTumn TpebOBaHUAMM MOXKET CTaTh NPUUMHONU 3aparkeHUA BUY, supycamu
renatutos B u C u Apyrumun MHPEKLMOHHLIMU areHTamu.

Ocoboe ykasanmue: npu HECAHKLMOHWPOBAHHOM BCKPbITMM NPUBOPa He aBTOPM3OBAHHBIMM MW HE MMEIOLUMM AONYCK K
PEMOHTY AMLAMKU M OPraHU3aLMAMK, HENPaBKAbHOM SKcNAayaTaummu npubopa, 610Ka NUTaHUA, YAANEHUK KOMNOHEHTOB
3al4UTLI, YBEAMUUBAETCA PUCK CHIKEHMA 3aWMTHI NEPCOHANA OT BPEAHOro BO3AEHCTBMA Buonormueckux $pakTopos, a
TaKKe NOPAKEHUA INEKTPHUHECKUM TOKOM U ABMKYLIUMMCA YaCTAMMU aHaNN3aTopa.
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PykoBOACTBO nonb3oBaTtens AHanusaTtop nabopatopHbiii NoNyaBTOMaTUYECKUiA
BTS-350 ¢ npuHagnexHocTaMm

1.5 Onucanmne MCNOAb3YEeMOro MeToaa u ero HayuHoe 06ocHoBaHue

No csoeit cyTn MmeanuMHCKOe H3AeNHe ABAAETCA NPUGOPOM, B KOTOPOM NPUMEHAIOTCA ONTTHYECKHE METOALI HCCNEAOBAHNA aHAANTOB.
Ontuyeckue mMeToasl HCCNEA0BAHMA BELUECTB OCHOBAHBI Ha CNOCOBHOCTH 3TUX BELLECTB NOPOXAATL ONMTUYECKOE H3AYYEHUe MAU
B3aMmMoAeNCTBOBaTb C HUM. POTOMETPUA — COBOKYNHOCTL ONTUYECKMX METOAO0B U CPEACTB M3MepeHnA POTOMETPUUECKUX BEANYKH CBETOBOTO
noToKa. OCHOBHbLIM NOHATUEM GOTOMETPUH ABNAETCA NOTOK UINYIEHUA, CMBICA KOTOPOTO B MOLLHOCTA NEPEHOCHMOro 3N1eKTPOMArHMTHOTO
(onTMueckoro) uanyuexun.

B aHanuTMUecKkoi Xummum 1 KAMHUYEcKoi nabopatopHoil AMACHOCTHKE WIMPOKOE NPUMEHEHHEe HALWNK POTOMETPHYECKHE MeTOAb
KOAHYECTBEHHOFO aHa/AU3a, OCHOBaHHbIE Ha NepeseaeHHI ONpeAeNAeMbIX KOMNOHEHTOB B NOTACLIAIOWME CBET COSAUHEHUA C NOCNRAYIOLMM
ONPeASNSHHEM MX KOANMECTB NyTemM HIMEPEHHA CBETONOIAOWEHUA pacTBOpoB. N0 OKpacke pacTBOPOB OKPALIEHHDIX BELLECTE MOMHO
onpeaenaTs KOHUEHTPAUMIO KOMNOHEHTOB NPU NOMOLLM GOTOINEKTPUYLCKMX NPHEMHUKOB ONTHUECKOTO ManyyeHHA (GoTonpHeMHUKOB) -
npu6opos, NPEBPaLLAIOILMX CBETOBYIO SHEPTUIO B INEKTPUYECKYIO. ECn ameperue BeaeTCA 6e3 BoiAeNeHUA Y3KOrO AUaNa3oHa AAMH BOJIH, TO
€CTb H3MEPAINTCA XaPaKTEPUCTUKYU BCero CBETOBOTO NOTOKA, TO TaKOH METOA aHaNK3a YACTO HA3bIBAETCA Kosopumempuieckum. Ecan xe
BbIAGNAETCH XaPAKTEPHLIH ANA ROFAOWEHUA AAHHBIM BEWECTBOM ONTHYECKUIA ANaNa3oH ¥ U3MEpeHue NPOBOAUTCA Ha onpeaeneHHoN anute
BOAHbI, TOTAA rOBOPAT 0 cobicmeeHHo homomempu4ecKom MeToae aHanuza. Potomerpnueckuil metoa asanetca 6onee 06LEKTUBHHIM METOAOM,
Yem KONOPHMETPHUECKHIA, NOCKOALKY PEe3YNbTaThl ef0 MEHbWE 3aBUCAT OT NOTNCLEHUA CBeTa ApPYTHMK (HHTePPEPUPYIOWMMN) OKPaIISHHBIMA
BELLSCTBAMM,

DoToMeTPHYECKUIA aHANN3 - OANH K3 CAMBIX CTAPBIX W PACNPOCTPAHEHHBIX GUIHKO-XHMHYECKHX METOA0B, ANA HETO TpebyeTca OTHOCKTENBHO
npocToe 060pyAcBatKe, B TO 1Ke BPEMA OH XaPaKTEPU3YETCA BbICOKOH YYBCTBUTEALHOCTLIO ¥ BO3MOMHOCTLIO Onpeaenesua 60Abworo
KOAMMECTBA OPFaHMMEecKUX BEWEeCTs.
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PykoBoACTBO nonb3oBaTens AHanusaTtop nabopaTtopHbii NONyaBTOMATUHECKUIA
BTS-350 ¢ npuHagnexHocTamm

OTKpbITUE BCE HOBLIX H HOBLIX PeareHToB, 0BpasyIoWHUX OKPALWEHHbIE CORAMHEHNA C HEOPTAHUYECKUMMN HOHAMM U OPraHWYECKMMU BellecTEamM,
paspaboTKa NpMHLMNOB CONPAMEHHDBIX Peakuwi AenaeT B HACTOALLEE BPeMA NPUMEHEHNE 3TOr0 METOAA NOYTH HEOTPaHUYEHHBIM.
PoToMeTPUYECKNIA METOA aHAN3A MOXKET APUMEHATLCA ANA BONBILIOTO AWaNa30Ha ONpeaensembix ROHUEHTPaumi. Ero ncnonb3yioT Kak Ana
onpeaeneHNA OCHOBHbLIX KOMNOHEHTOB Pa3AMYHLIX CIOKHDBIX BellleCTs, Tak U ANA onpeaeaeHna MuKkponpumecei B obvekrax. KombuHuposaHue ¢
HEKOTORLIMH METOAAMM Pa3feNeHNA U 000raLlleHUA - XPOMOMOZPaPUHECKUM, SKCMPAKYUOHHbIM - TO3BONAET HA HECKOALKO NOPAAKOS
NOBLICHTL YYBCTBUTENBHOCTD POTOMETPHYECKNX METOA0B. PoTOMETPUYECKWE CBOICTBA PACTBOPERHOrO BELLECTBA XapaKTEPUIYIOTCS
KoapdpuuueHToM nponyckanua T (t), koadpduumenTom otpaxerun R (p), u kosdpduiyeHTom nornoweHna A (@), KoTopsie ANA OAHOTC U TOFO XKe
BEILECTBa CBA3aKB cOOTHOWEeHUEM T + R + A = 1. Onpeaenenne 6espasmepHsix BeAUynH T, R U A BHITOAHAETCA C NOMOWBIO GOTOMETPOB
(npubopoe ann uamepeHUn Kakoi-anbo GoToMETPHUECKONH BEAKUMHBI) NYTEM PErHCTPALUK peaKLMil NPHEMHUKA ONTUMECKOTO U3AYYEHHA Ha
COOTBETCTBYIOLME NOTOKK U3NyueHUA. NP 3TOM B pyTUHHOMN NabopaTopHoii npakTuke npuHATo 0603HauaTd NpubopHI, permcTpupyiowwme
NOrAOUIERME CBETA BEILECTBOM, POTOMETPAMH, OTPAXKEHKE — OTPAKATENbHBIMM GOTOMETPaMM.

DOTOMETPUUECKHE METOADI IPUMEHAIOTCA TAKKE B TEX CAYNAAX, KOTA3 N3yuaeTca cnocoBGHOCTL BelLecTB paccenBaTth (Heghenomempun) n
nponyckaTb uaayuenne (mypbudumempus), nepenanyuaTs NOrNOWEHHOE UanyieHue (duiyopumempus), U3MeHATb CTENEHb NOAAPU3ALUN
M3AYYEHUA NPU NPOXOMACHKM Ero Yepes ONTHUECKU aKTUBHLIE BeWECTBa (Tonapumempusn). Kpome TOro, 0AHMM U3 BaXKHBIX Pa32eNoB
U3NYECKOI ONTUKN ABARETCA pedpakmomempun, N3yHaIOLLAA NOKA3ATENN NPEAOMACHNA ONTUYECKOTO U3NYYEHUA TBEPADIX, JUAKUX U
raspob6pasHbiX BELWECTB B 3aBUCUMOCTH OT AAWHBE BOJTHBI H3/TYMEHMA.

Ha3sBaHKbie ONTHMECKKE METOABI NPMMEHSAIOTCA ANA N3YUEHUA COCTOAHNA DNONOrMUECKMX CHCTEM W MX M3MEHEHMA B NpoLEccax accouraumm-
ANCCOUMALMYM, B3aUMOALACTBUA C APYTHMMU MOAEKYNaMKU, 06pa3oBaHMA K pacnaga KOMNAEKCOB GepMeHT-CyDCTpaT, aHTMreH-aHTHTeNo, benok-
amnua, 6enoR-HyKNeHHOBanA KUCNOTa; HOTODHINULCKUX U POTOXUMHUYSCKUX NPOLLECCOB M T.A. BbiCOKaA YyBCTBUTEALHOCTBIO, TOYHOCTD,
GuicrpogeiicTeue u yaobCTBO KCNOALIOBIHUA ANA PYTUHHDBIX HCCACAOBAHWHA NPEACNPEAENAIOT WHPOKOE NPUMEHEHWE ONTHYECKUX METOA0B B
KAMHUYECKOW fabopaTopHoH auarHocTuke.
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PykoBoacTBO nonb3oBarenst AHanusatop nabopaTtopHblil NoNyaBTOMaTU4ECKUN
BTS-350 ¢ npuHaaneXxHoctamu

YacTHbim MeToAOM OTOMETPUH, NPHMEHAEMbIM B 3HaAW3aTope BTS-350, asanetca Typbuaumetpuueckuii. Pusuveckuil npuHLUN meroaa
OCHOB3H Ha U3MEPEHWN HHTEHCUBHOCTH CBETa onpeaen8HHONW ANMHDI BOAKBI, NPOLWEALIEr0 Yepes KIOBETY, COACPIKALLYIO KOANOUAHLIA pacTeop,
yauwie Bcero yepes cycnewsuio, 06pa3osaHHyI0 4acTULGMKU ONPEARAAEMOTO BewlecTBa. MeTog, oueHb NOXOM Ha MeToA HeheNOMETPUH, OAHAKO B
OTAWYKE OT HETO, IHANNTUHECKAM CUTHA/IOM CAYXKHT MHTEHCHBHOCTL He PAacCeAHHOro CBeTa, a Npoleawero. B cayuae BaBecH NPU AOCTATOMHOM
pa3baBAeHUN HHTEHCUBHOCTD IH CBETA, PaCCEAHHOTO B HANPABAECHUHK, NEPNEHAWKYAAPHOM AYHY NAAAIOWEro CBeTa, ONpeAeNaeTCA MO 3aKOHY
Panesn:

L]
‘. = (K’o/k‘) Z N‘ V‘.
sl
rae K-koagduuueHT nponopumuoHanbHOCTH, I0- MHTRHCMBHOCTD NAAAIOWIETO CBETa C ANMHON BOAHDI |, Ni- Yyncao vyactuy obbemom Vi B eauanye
obbema B3secu, N-4NUCAO pynn, 06BEAMHAIOILMX YaCTHLLI OAMHAKOBOTO pasmepa. Npu 3a83aHHOM pacnpesieNeHnH YacTHL, No pasmepam
HHTEHCUBHOCTL IH NPONOpUMOHaNbHA KOHLUEHTPauuK C uccreayemoro sewectsa (gucnepcHoit daswl).

HuTeHcueHocTs (T, npowegwero yepes BaBech CBETa, onpeaenaeTca suipaennem: Ig(10/1T) = K'Cbd3/(d4 + al4), rae b-ronwpmua cnon e3secy, d-
cpeaHWit AuameTp AMCNepPrnpoBaHHbix 4acTuly, K' W a-KOHCTaHTDLI, 33BUCALUNE OT NPUPOADLI B3BECH W PACTIPEACNEHUR €€ HACTUY NO PaMepam.
Ecnm 3nauenna d, |, K' v a noctoanuml, 1o Ig{10/IT) = K"bC, rae K:-k03d. nponopuvoHansHOCTH, MHOTAA Ha3biBaeMOoin MOAAPHBIM KO3DPHLUMEHTOM
MYTHOCTH cpeabl (ecau C eripaxeHo B8 moab/a, a b -8 cm).

KOHueHTpaumio onpeaennemoro Bewectsa B TypbuaumeTpus HaxoaaT no rpagyMpoBoYHBIM rpadukam B KoopauHatax cooTs. IH-C u Ig(10/1T)-C
KNY BU3Ya/IbHO CPABHEHWEM HCCNeAYEMOH B3BECU C Cepuel BIBECEH C H3BECTHBIMM KOHUEHTPaALMAMIN ONPEALAEMOro BelwecTsa. HimkHue
rpaHuLbl onpegennembix coAepHaHui B HepenomeTpun aocturaoT 10-4%; B TypGHAUMETPHK OHN HECKONLKO BbIWE; ROMPEWHOCTH 5-10%.
BbiCOKOMONEKYAAPHbIE COEAUHENUA B PACTBOPUTENE C OTAMMAIOMMCA NOKA3ATeNeM NPLAOMACHWA TAKKE PACCEMBAET NAAAIOWEE UBNYIEHHE,
YTO AAET BO3MOKHOCTb ONPEAENATL €10 MONEKYAAPHYIO MACcCy. YpaBHeHHe, ORUCHIBAIOWLEE PACCEAHNE CBETA MAKPOMOAEKYNAMK, MOXKHO

-1, 2.2 4
sanucats 8 suge Rg = kMC, rae M-mon. macca, Re = Ior x x [1o(1 + cos?0)]" % k = 2x’ng(dn/dC)’ | N )35, Iq- UHTEHCHBHOCTB
PaccesHHOro CBETa NOA YINOM ¢ K HaNPABAEHNIO PacTIPOCTPaHeHUA caeTa, NA- uncno Asoragpo, n u n0- NOKasaTenn NPENOMAEHMA PacTeopa U

PacTBOPHTENA COOTBETCTBEHHO, C-KOHLIEHTPALMA BLICOKOMONCKYAAPHOTO COBANHEHNA B PACTBOPE, F-PACCTOAHWE OT PACCEMBAIOIUMX YaCTUY, AAA
onpeaeneHna MOAECKYNAPHOM Macchl PacCeAHUe CBETA H3Y4aIOT NPU PasanuHbIX 3HaYeruax C u q. OBbIYHO NOAYMAIOT NPAMYIO B KOOPAHHATAX
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PykoBOACTBO nonb3osarens AHanusaTop nabopaTopHblii NonNyaBTOMaTUHECKUNA
BTS-350 ¢ npuHagnexHocTaAMM

(kC/Rq)-C, TouKka nepeceveHmnn K-poi ¢ 0cbio opanKaT (C = 0) aaeT sHaveHne 1/M. Ecnu pesyasTaTel ONPeAeneHHiA 3aBUCAT OT (, H3MEPEHUR YacTo
NPOBOAAT C UCMONLIOBAHUEM BEPTUKANLHO NONAPU3OBAHHOO CBETA U CTPOAT ANA PA3NUHbLIX 3HaueHUi C rpadurm 3asucumoctu kC/Rq ot
(sin2q)/2, no TouKkam nepeceyeHUn KOTOPbIX C OCLIO OPAUHAT (Sin2 g = 0) YCTAHABAWBAIOT CpeAHEe 3HAYCHUE MONEKYAADHON Maccut (lum.:
Ntanuxos 10. C., Dusuko-xumuveckue Memodb ananusa, 5 u3d., M., 1974; Nuxkepunez ¥.®., CospemenHan aHanumuyecKas xumus, nep. ¢ awan., M.,
1977; B. 8. flonzos, E. H. Oeariecas, K. A. Lljemuuxosuy, ®omomempun 8 nabopamopHoil npaxmuke, Mocxea, PMANO, 2004).
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PykoBOACTBO nonb3oBaTtenss AHanu3atop nabopaTopHbiA NoONyaBTOMaTUYECKUN
BTS-350 ¢ npuHagnexHoctamu

2. Ancrannanns

PYK0BOACTBO NOAL3OBATENA AHaAM3aTOD NAaBOPaTOPHLIK NoAyaBTOMaTMUECKHE BTS-350 ¢ npuHagnexHacTamu | Bepewa 1.1.1 —~ Cenmabps 2022
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‘ PykoBoacTao nonb3oBaTena AHanusartop nabopaTtopHblid nonyaBToMaTUHeCcKuit
| BTS-350 ¢ npuHaanexHocTaAMU
|
|
|

2. AHcTannanua
2.1 Pacnaxoska u c6opka npubopa

Pacnaxyiite npubop u ycraHoBUTE ero Ha poBHOW paboyeit NOBEPXHOCTU BMeCTe ¢ aKCecCyapamm.

a) NoakniouuTe aHaNK3aToP K CETH C NOMOLLBIO 6AOKa NUTAHKA.

b} NoakniounuTe eMKOCTb AAA OTXOAOB K BbLIXOAHOMY LWITYUEpy,
ROAKAIOYEHHOMY K nomne. ANA NOAKAIOYEHUA UCNOAb3yitTe TpyOKy,
MAYWLYIO B KOMNAEKTE,

¢} YcTaHOBUTE MNPOTOMHYIO KIOBETY B aHanM3aTop, KaK NOKa3aHO Ha
KapTuHKe.

d) NpocyHbre 3abopHyio Tpybouky (d) uepes orsepctve U3HYTPM
npubopa Tak yTobbl OHa NoKaszanace B 30He 3abopa obpa3ua.

e) 3atem nogxaiouuTe TPyOKY yaaneHMA oTX0go08 (C) OT KlioBeTH K
NAACTUKOBOMY LUTYLEpY. Annapar rotos K pabore, Bbl MOXKeTe HayaTb
MCNoNb30BaTL €ro.

14
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PykoBOZICTBO Nosib3oBatesia AHanu3atop /1abopaTopHbIA NoyaBTOMaTUUECKU
BTS-350 ¢ npnHagneXxHoCcTamu
2. WVHcTannauus

2.2 YTaKoBKa U XpaHeHue

Ecnu nonyaBTOMaTUYECKU A aHanM3aTop HEOBXOAMMO XPaHUTbL HEKOTOPOE BPeMsi, HE06X0AMMO TLLATEe/IbHO OUNCTUTb
rMapaBMyeckyto cucTemy. CHayana ¢ NOMOLLbI0 MOHOLLLErO PacTBOPa, 3aTeM C MOMOLLbIO ANCTUNNMPOBAHHON Bofbl. Mocne
3aBEPLUEHUSI OUUCTKM XKUKOCTHAA CUCTEMA [0/MKHA ObiTh OCylleHa. MonyaBTOMaTUYeCcKuiAi aHanm3aTop A0/MKeH GbiTb 3aLlyLLeH
OT BPe/lHbIX BO3/ENCTBUI OKPYXXatoLell cpe/ibl, TaKMX Kak Mbl/lb, NOBbILEHHAS BAAXXHOCTb W NPSIMbIE Ny4Yn CONHEYHOTO CBETA.

Mpn Heo6X0AMMOCTY NEPECHINKU NOAyaBTOMATUYECKOrO aHann3aTopa Uau ero nepeBo3Kuy,

HEeo6X0AMMO MCMNOMb30BaTb OPUTMHANBHYHO YNAKOBKY.

15
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PykoBoacTBo nonb3oBatens AHanusaTtop naboparopHblil NolyaBToMaTUHECKUA
BTS-350 ¢ npuHagnexHocTamm

2.3 HazHayeHHe H COCTAB aHA/IM3ATOPa H KOMIIEKTYIOIMX

I. AHanusatop nonyasTtomarnueckuii BTS-350 U3roToBACH K3 YAAPONPOUHOH NAACTUHECKOH MACCHI, UBETHOrO VGA-aUCTIIER, CTANLHBIX BHYTPEHHMX

usgenwii.
1. Pyxosoacreo no ycranoexe u obcayxusanmnio (installation and
maintenance manual)

2. PyxoBoacrso nonbaosarena (User manual)
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PykoBoacTBO nonb3osarens AHanusaTtop nabopatopHbIA NoNyaBToOMaTU4ECKUN

BTS-350 ¢ npuHagnexHoctamu
3. et ¢ uHCTpyRumei no pacnakoske (Sheet of unpacking instructions)

4. TNpotokon ynpasneHnus kavecrsom (Quality control protocol sheet)

S. Komnakr-auck ¢ nporpammibim obecneuenuem «MNC potomeTp»)CD-
ROM with the “PC photometer” programme
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PykoBoACTBO nonb3osarens AHanusartop nabopaTtopHbiii NONyaBTOMaTU4ECKUA
BTS-350 ¢ npuHagnexHocTaMu

6. KOMNakT-gucK ¢ nporpamMmHbim obecneveHuem «dPotomertp MC MPI»
{(041) {CD SOFT."PHOTOM. PC PRG" (041))

7. KomnakT-aucK C MHCTPYKLMel no cepeucHomy obcaymmeaninic BTS-350
(CD SERVICE MANUAL BTS-350)

8. WncTpykuma noabsosatens BTS-350 (USER MANUAL BTS-350)

18
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PykoBoACTBO nonb3osartens AHanusatop nabopartopHblit nonyasToMaTu4eckui
BTS-350 ¢ npuHagnexHoctTamm

9.  MHCTRYKUMA no ycTaroeke u o6caymmaanno BTS-350 (INSTALLATION. &
MAINTENANCE MANUAL BTS-350)

2.4 [IpnHaa/e)KHOCTH H HX Ha3HAYECHHE

1. EMKOCTb N8 Xuakux otxoaos (Waste bottle) npumenavierca ans cbopa
0TPabOTAHHOMN XHAKOCTH NOCAE aHaNU3a

PyxoBOACTEO NOAb3OBATEAN AHANN3ATOP AaGOPATOPHLIA NOAYaBTOMATHYECKMA BTS-350 C nprHaaaemHocTAMK | Bepona 1.1.1 — CeHmaGpe 2022
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PykoBoacTBO nonb3oBatensa AHanusatop nabopaTtopHbiid NONyaBTOMaTUYECKUIA
BTS-350 ¢ npuHagnexHocTamm

2. EMKOCTY € NPOMBLIBOYHLIM pacTeopom {100 mn kaxaan) {Bottles of washing N
solution (100mL each)) coaepxat npombiBOUHLIA PAcCTBOP

3. MpoToukan KoeeTa (Flow cuvette) NPUMEHAETCA A1 NPOBEAECHHUA aHaAU3a

4. Dvrudr ana kiosetsl (Cuvette outlet fitting)
5. Tpy6xa poaupyowar {Dosing pipe) npumennerch ann 3abopa avanuta
6. TepnoHosan Tpybka (Teflon tube) Tpybra ana 3a6opa pearenron

PYKOBOACTBO N0/b3OBaTENA AHanu3aTop AabopatopHbiil nonyasTOMaTHYeckUid BTS-350 ¢ npuagnexHocTamu | Bepcua 1.1.1 — Centabips 2022
@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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PykoBoACTBO nonb3osaTtensa AHanusatop nabopartopHbiit nonyasToMmaTu4yeckum

BTS-350 ¢ npuHaanexHocTsaimu

7. CnankoHoBan Tpybka 3x6 mm 2 metpa (Silicone tube 3x6 mm (2m}) Tybka
Ana 3abopa peareHtos

8. Apantep ans npobupok (Test tube adapter) agantep AnA YCTaHOBKM
TECTOBLIX NPOGMPOK B 3HANU3ATOP

9. Pynon vepmobymarn ana npuutepa (Rolls of printer thermal paper)
NPUMEHAETCH ANA BLIBOAA PE3YNLTATOB aHAAW30B

PyK0BOACTBO NOAL30BATENA AHaNK3aTOp NAGOPATOPHLIK NOAYaBTOMaTUUYECKNH BTS-350 ¢ npMHaanemHOCTAMK | Bepeua 1.1.1 — Centabpn 2022
@ 000 LUPMI () INFO@CIRMIRU @& WWW.G0SZDRAVNADZOR.RU
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PykoBoACTBO nosnb3oBartens AHanusartop nabopaTopHblil noflyasToMaTU4eCKU
BTS-350 ¢ npuHagnexHocTsamu

10. CeveBoit kaGenb ¢ esponeiickoi euakoit (European mains cable)

11. Cevesoii Kabene ¢ amepuKaHckoW BuAKOW (American mains cable)
NPHUMEHASTCA ANA NOAKNIONEHHA K CETH NUTAHKA

12. Cevesoit xabenb ¢ awrawiickoi Bunkoi (English mains cable)
NPUMEHRETCA AR NOAKAIOYEHNMA K CETH NUTAHMA

22
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PykoBoACTBO Nnornb3oBarens AHanu3sarop naboparopHbi nonyaBTOMaTU4YECKUNA
BTS-350 ¢ npuHagnexHocTaMuU

13. Wcrounuk nutanua (Voltage supply) npMmevseTca Ana noaknioueHun
ANLTEPHATUBHOIO MCTOUHIKA NUTAHKUA

14. Tpybka nepucranbTueckoro Hacoca (Peristaltic tubing) npumensercs s
NEPUCTANbTUYECKOM HICOCE IR CO3AIHUA BaKyyma npu 3abope peareHToB

15. Cuauronosan tpybixa (Silicon tubing) npumennerca ann 3abopa ananuTos

16. Apanrep npobupok {Adapter tubes) NpumeHAeTCR ANA YCTAHOBKM
npobupox B aHanusarop

17. USB kabenb (USB Cabie)

PyxoBoacT8o NONLIOBaTENN AHAAN3ATOP NabopaTopHbii nasnyasTomatieckuii BTS-350 ¢ npunagnenHocTamm | Bepena 1.1.1 ~ Cenabpb 2022
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PykoBoACTBO nonb3oBatens AHanusatop nabopatopHblii NonyaBTOMaTUYECKUA
BTS-350 ¢ npuHagnexHoctamu

18. Cereso# apantep (Voltage adapter)

19. NpotouHan Koseta (Flux cuvette) npumenaerca B npouecce o6paboTiu
aHanuToB

20. CunvKOHOBLIA  UMAMHAPWYECKWH KonHekTop (Sllicone cylindrical
connector) NPUMEHAETCA AN COCANHEHUA CHAKKOHOBBIX TPYGOK

21. Qunbrp sentmnaTopa (Fan filter) ycraHaBAMBaeTCR Ha BeHTMAATOP ¢
uenbio NPEAOTBPACHUA NONAAAHNA UHOPOAHDIX HaCTUL, 8 BEHTUNATOP

PYyKOB0ACTEO NOAL30BATENA AHANW3ATOP NaGoparopHbiit noAyasTomaTmueckuit BTS-350 ¢ npuxagaemnoctamu | Bepeua 1.1.1 - Cenrabpb 2022
@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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PykoBoACTBO nonb3oBatensa AHanusartop nabopaTtopHblid nonyasToMaTU4eCKum
BTS-350 ¢ npuHagnexHocTamu

22. Habop ecaceisalowux TpyBGor {Suction tube set} npumensiorcs ana
3abopa avanuros

23. Apamrep wioser (Cuvette adapter) npumeHsetcA ANA NOAKNICHEHUA
NIPOTOYHBIX KIOBET

3.0nucanue

' PYKOBOACTBO NOALIVBATEAR AHAAN3ATOP NAGOPaTOPHLIN NosyaBTOMaTHNecknii BTS-350 © nputiagnem+ocTamu | Beponn 1.1.1 - Centabpb 2022
! & 000 LIUPMH (&7 INFO@CIRMI.RU €8 WWW.GOSZDRAVNADZOR RU
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PykoBoacTBO nonb3osarens AHanusatop nabopaTtopHbii nonyasToMaTU4EeCKUi

BTS-350 ¢ npuHagnexHocTamu

3. Onucanue
3.1 KomnonenThl aHa/in3aTopa - llepeAHAA 9acTh.

1) LisetHoit gucnneid: LipeTHoi amcnnei

C byHKUuen touchscreen ana
B3aMMOALHCTBUA c NPOrpamMmo
noAL3oBaTena.

2) Acnupauymonsan (3abopxan) Tpybka:
TednoHosaa TpybKa, KOTOpaa 3abupaer
obpaseL B NPOTOUHYIO KIOBETY.

3) Npuurep.

4) Kpbilixa npOTOMHOM KIOBETDI.

26

OBOACTBO NONLIOBATEAR AHANK3ATOR NABOPaTOPHLIR NoMYasTOMaTHYECKMA BTS-350 ¢ npuHagnextocTami | Bepewn 1.1.1 - Cenmabipo 2022

Pyx
@ 000 LMPMH (&) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



|
|

PykoBoacTBo nonb3oBarensa AHanu3aTop nabopaTtopHblid NoNyaBTOMaTUYECKUA

BTS-350 ¢ npuHagnexHocTaMu

3. Onucanue

3.2 KoMnOHEeHThI aHANIH3ATOpA - 3aHAA YaCTh

5. Knonka BKN1-BbIKA:

Yaepxusaite HaXaTon 1 cek AnA
BK/IIOYEHUA.

Ypepxuneate Hawatoid 5 cek ana
BbLIKNIOYEHMA.

6. NepucranbTUYECKan nomna.

7. Bxog ot agantepa NUTAHUA.

8. dDunbTp BEHTMAATOPA.

9. USB u LAN pa3bvembi.

10. (iryuep omxogos, mMaywuih OT
nomnbol.
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PykoBOACTBO Nonb3oBatenis AHa/IM3aTop N1abopatopHbIA NoyaBTOMATUYECKU
BTS-350 ¢ npuHaaneXxHoCcTamMu

;. OnucaHue

3.3 KOMMNOHEeHTbI aHannsaTopa - AcnmpaunoHHas cuctema

AcnunpaunoHHada cuctema CAYXUT ANA NepeMelieHnn )KI/I,D,KOCTGI?I npu UCnonb3oBaHnUu I'IpOTOqHOIZ KIOBEThbI.

11. MpoToyHan KBeTa

12. AcnupaunoHHasa Tpy6ka NPpOTOUYHOI KHOBETHI

13. Tpy6Ka 0TX040B NPOTOYHOWN KIOBETHI

14. BHYTpeHHAA TpybKka 0TX040B

15. BHewHAa Tpy6ka OTXOA0B OT MOMMNbl K eMKOCTU OTXOLO0B

16. EMKOCTb OTX0/0B

PykoBOACTBO NOMb30BaTENSt AHA/IM3aTOP NabopaTopHbIn NonyaBToMatuyeckuii BTS-350 ¢ npuHagnexHoctamn | Bepeunsi 1.1.1 - CeHTA6pb 2022
& 000 UUPMM (@] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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PykoBOACTBO Nosib3oBartens AHanm3aTop 1abopaTtopHbIN NosTyaBTOMaTUYECKMIA
BTS-350 ¢ npuHan/1eXxHoCTAMU

;. OnucaHme

3.4 KOMMOHEeHTHI aHa/1n3aTopa - TeCTbl U3 CTaHAAPTHbIX KHOBET U/ I'IpO6I/IpOK

Lna n3mepeHns abcopbLmM MOXHO MCNONb30BATb CTaHAApPTHbIe OAHOPa30Bble KIOBETbl. MOXHO MCNONb30BaTh MakKpo,
nony-makpo WauM MUKPO M3 CTekna, kBapua uau nnactuka. OnTuyeckas cuctemMa nonyaBTomMaTMyeckoro aHannsaropa
CnpoekTUpoBaHa Takum 06pa3oM, YTO MOXET CYNTbIBATb NOKa3aHWa c npobupkamu gnametTpom 12 MM, BbicoTa
NPoGMPKN He AO0NXHA NpeBbiwaTh 75 MM. NS CYMTbIBAHWA NOKa3aHWUIA C NPOBUPKK, yAanuTe NPOTOUYHYI KIOBETY,
NOMecTUTe ee B CNeynanbHOe OTBEPCTUE, NPeAHA3HAYEHHOE ANA €e XpaHEeHUs, 3aTeM BCTaBbTe afjantep AN NPoOUpPKK B
0TBEPCTUE ANSA KIOBETHI.

MonyaBTOMaTUYECKNIA aHaNIM3aTop npegHasHayveH ans paboTbl C KBagpaTHO 10 MM KIOBETOW,
NoaToMy abCco/oTHaa abcopobums, cunTaHHasa c Npobupkon, He ByaeT coBnagaTb c abcopobumnei
Takoro xe obpasuya cumtaHHoro ¢ 10 mm KroBeTbl. 10 3Tol nNpuymnHe AN MeTOAMK,
3anporpamMmmMmupoBaHHbIX No KaninbpoBke ¢ KAJIMBPATOPOM, cnegyeT Ucnosnb3oBaTb NPOOUPKN,
npeaHa3HayYeHHble 419 U3MEPEHUA ONTUYECKO abcopouun.,
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PykoBoacTtBo nonb3oBatens AHanusaTop nabopaTopHbIiA nonyaBToMaTUYECKUI
BTS-350 ¢ npuHagnexHocTamu

4.0CHOBHBIE onlepanui

PyxoBogcTeo noabsopavenn AHanansatop naGoparophsiii nonyaevomarwueckmnit BTS-350 ¢ npunagaexHoctamn | Bepoun 1.1.1 - CenvaGps 2022
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PykoBOZICTBO NOJib30BaTeNsi AHanM3aTop S1abopaTopHbI MosyaBTOMaTUYECKMIA
BTS-350 ¢ npuHan/1eXxHoCTaAMK

4. OCHOBHbIe onepaynmn

4,1 Hayano paboTbl

[Mocne BkNKYeHUA, ﬂOﬂyaBTOMaTquCKMVI aHanmnsatop 0T06pa>|<aeT Ha 3KpaHE OCHOBHOE MEHIO:

01 .

pTa HA KOHLEHTPALMIO

03. 04.

KOHTPO/b KOH®OUTYPALNS
KAYECTBA TECTA
TECTOB.

ojiii If. si- $

02.

TECT HA
ABCOPBLMIO

05.

NCTOPNYECKNE
OAHHbIE

1

01. KOHUEHTPAUWA. N3mepeHne KOHLUEHTpaLumn B
COOTBETCTBUM C 3apaHee 3afaHHbIMN TecTaMu, KOTopble Gblu
3apaHee 3anporpaMMupoBaHbl B MONyaBTOMaTUYECKOM
aHanusatope.

02. TECT ABCOPBUUWN. N3mepeHnune abcopbLum c 3afaHHbIMN
nonb3oBaTeseM napameTpamu.

03. KOHTPOJIb KAYECTBA. YnpasneHue KoHTponem Kayectsa u
rpadpukamu KoHtponsa KavecTsa.

04. TECTbl. PepaktupoBaHue TeCTOB W BBOJ HOBbIX TECTOB.

05. APXVB. [na npocmoTpa pe3ysibTaToB paHee BbINOSIHEHHbIX

31

PykoBofaBo nosb3oBarens AHan3arop labopatopHblil nonyasToMatnyeckuini BTS-350 ¢ npuHagnexxHoctamum | Bepeust 1.1.1- CeHTa6pb 2022

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



PykoBOZICTBO Nnonb3oBatenst AHan3aTop N1abopaTtopHbI NMosTyaBTOMATUYECKNN
BTS-350 ¢ npMHaanexHoCcTaMu

4.0CHOBHbIE onepaunmn

A rnasHas
'Y YTUNnThI
9] Hactpoliku

PykoBoAacTBO
IP

nonb3oBaTens
BolcTpbIii
0]
nepesanyck
O BbIKNTHOYNTB

4.2.1 Onunn

NOMOW. NMpsamoii 4ocTyn K HAYaNbHOMY MEHI0 M3 N0 60ro 3KkpaHa AN TecToB U3 N 60ro
MEHI0 CUCTEMbI.

YTUNNTbI. BbinonHeHne HaACTPOKU W BbINOTHEHUA NPOBEPOK CUCTEMDbI.
HACTPOWKW. Onuun HacTpOikn CUCTEMBI.

PYKOBOACTBO MNOJIb3OBATE/A. BuiBefeHue Ha akpaH PykoBoAcCTBa Nofb3oBaTens.

BbICTPbI/ MEPE3AMYCK. KHonka 6bicTpoit nepesarpysku MO BTS-350 ananusatopa.

BbIK/TKOYEHME. Mpouecc BbIkAYEeHNA aHannsaTopa. AHanu3atop aBTomMaTuyeckn BbligaeTr
CO0OL eHNs ANa NpoBeAeHna onepaymnii no 06CNYXNBAHNIO B KOHLE paboyero gHA.

TPEBOI'. /IKOHKa OTNOXEHHbIX TPEBOT NOKa3biBaeT CAUCOK NpeaynpexXaeHunin unu
COBETOB NO/Mb30BATENIO.
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PykoBoacCTBO nonb3oBarens AHanu3aTtop nabopaTopHbi nonyaBToOMaTU4YeCKUM
BTS-350 ¢ npuHaanexHocTaMu

4,

4.2.2 OcHOBHble KHONKH: YTHuauThl H HacTpoiikn

OcHOBHEIe onepanuu

YTU/IUTHI
BbiNOAHEHWe HACTPOEeK U 3aMnyCK NPOBEPOK KOMNOHEHTOB
CUCTEMbI.

Noka3satob IP: OTob6paxaet [P uHCTpymeHTa ana
HaCTPOMKM CBA3N C APYTUMU LUPPOBLIMU
ycrpoiicreamu (Ecamn nogknioueH k cetu UHTepHeT).
O6HosneHue NO: ABTomaTUdecKan npoueaypa
obHoeneHua MO aHanm3saTopa BTS-350 .

Hactpoitka nomnoi: MeHIo 40CTyNa nonb3oBaTenn
ANA NPOBEPKM U HACTPOUKM RO3UPOBAHUA NOMNDI, 3
TaKkKe No3MUUOHUPOBaHMA 06Pa3La B NPOTOMHOM
KloBerTe.

Hactpoitka TemnepaTypbi: MeHI0 4ocTyna
NoNL3OBATENA K NPOBEPKE N HACTPONKE AATHNKA
TEMNEPaTypsl.

PedepeHcHbie HacTpoiiku no poTomeTpy: MeHio
NOKA3biBALT TEKYLUME 3HAYEHUA CBETA MO KAKAOMY
LED usnayuatenio, NOAYYEHHBIE NO aNTOPUTMY
HaCTPOWKM WHTEHCMBHOCTU CBETA U BPEMEHU
MHTErpauMn ANA cunTbiBaKuA 06pasLos.

TecT PyHKUMOHaNBHOCTU: TECT ANA NPOBEPKM
GYHKLMOHANBHOCTU MEXaHUHECKUX YaCTel Pa3/IuHbIX
cuctem npubopa (NpuKTEp, BEHTUAATOP, NOMNa).
BoccranoeneHue 33BOACKUX 3Ha4YeHuid: Mpoueaypa
BOCCTAHOBAEHMA BCEX HACTPOEK Ha 3aBoACKuUe.

HACTPOMKHM

Mo3BoaseT NoAL3OBaTENIO HACTPOUTL HEKOTOPLIE
napameTpbl NONYaBTOMATMMECKOro aHaiu3aTopa.
Hacrpoiika yacos/flatei: HacTpoiika BpemeHy n Aatbl.

0O6vem npombiBrM: (MKn/ul) O6vem 3abupaembiit
npubopOM Npu HAXKATUM HA KHONKY MpombiBKa.

Koa nauuneHTa: AKTMBALMA AU AEaKTMBALIMA KOAS
nauueHTa. ECmM akTUBUPOBAH, TO NOAYABTOMATHMECKNMA
aHanusartop 3anpawmvsaet sseaeHune ID Homepa aaa
Ka)Aaoro naumMeHTa, nepes Hayanom UsMepeHua,
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PykoBoACTBO nonb3oBatens AHanu3saTtop nabopaTtopHbivi NonyaBTOMaTU4ECKUN

BTS-350 ¢ npuHagnexHocTsaMu
4. OcHOBHbIE onepanuu

4.2.3 OcnoBHele KHONKH: KHODNKH gelicTBuMii

@ Mepexoa K cheaylowemy MEHIO AN IKPaHY.

Bo3spaweHue K npeaspiaywiemy MeHIo nam
3KpaHy

KHonka npombiBKu:

.o Mpu HaXKaTHM KHONKKM, aHAAU3ATOpP 3abupaeT
$urKcMpoBaHHBIN 06BEM KUAKOCTU B
acnUpaunoHHYIo cucTemy. JlaHHan onepauua

06bIYHO MCNOAB3YETCA ANR NPOMbBIBKM, OUULILEHUA K
3aN0ONHEHNA.

, MeuaTb pe3yAbTaTOB TECTOB, €CAN NPUHTEP
AOCTYNEH.
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PykoBO/JICTBO No/nb30oBaTesnst AHaIM3aTop NabopaTopHbIii NOyaBTOMATUYECKMIA

BTS-350 ¢ npuHagnexHocTamu
4. OCHOBHbIE onepauunmn

4.3 OnuncaHme oCHOBHOIo MeHH

03/10 16:32 3

01 02

TECT HA
ABCOPBLMIO

T ta HA KOHLEEHTPALWIO

CTaHAapTa, COXPaHEHHbIX ANS JaHHOTO TecTa.

01. TecT KoHUeHTpaums

[laHHOe MeHK nO03BONAET ONpefeNiATb KOHLeHTpaluulw aHanuTos,
ncnonb3yd nwbyw 3apaHee 3anporpaMMUpPOBAHHYW nporpamMmy,
3anucaHHyt B nporpamme aHanusartopa, Kak  3apaHee
3anporpammupoBaHHbli  TECT. T[pun Bbi6Ope [aHHOTO MEHI0
BO3HMKAET MEeHK CO CMMCKOM 3anporpaMMunMpoOBaHHbIX TECTOB.
Mocne Bbi6opa Tecta, MO BbIJaeT 3anpoc Ha BbINONHEHUE TecTa
0a30BOW NMHUKU, [JNa  HacTpolWkm Ha HONb. Wcnonb3yiiTe
NCKNOUYNTENIbHO AUCTUNNUPOBAHHYK BOAY AN1A BbINOJSIHEHWUA TecTa
6a30B0W NTUHUMN.

Mo 3aBepweHuto Hactpoikn Ha HOJIb, npubop oTob6Gpaxaer

VIquJOpMaLU/IIO 0 3HauyeHnax 6naHka peareHtTa W 3HAYEHUAX
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PykoBOACTBO Monb3oBatenia AHa/im3aTop N1abopatopHbI NoyaBTOMATUYECKUN
BTS-350 ¢ npuHaaneXxHocTamum

4_.0CHOBHble onepayum

4.3 OnncaHme OCHOBHOI0 MeHH

r CAI1CioH

MapameTp
McxoaHblit
YPOBEHb

XonocToii peareHT

Kanm6poBoyHbIii
cTaHgapT

<r
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'Ten Ha KOHUeHrnauunio

3ma Aata
Y% XO/NOCTASA
MPOBA .

~HeT AaHHbIX O
XO/IOCTOM peareHTe
MNoxanyliicTa,
M3MepbTE X0NOCTON
peareHT

HOBAA
KATMBPOBKA
~HeT nonHbIx
[laHHbIX CTaHAapTHOM
KanmobpoBKU.
MNoxanyiicta,
BbINOMHUTE
KannbpoBKy.

HOBbIV

KOHTPO/b
KAYECTBA
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OBPASEL

HACTPOUTb

¢

01. TecT KoHUeHTpauusa

Ha paHHOM ware Bbl MOXeTe BbiMONHUTb HOBbIA GNaHK peareHTa,
KanmbpOBKY M KOHTPONb kauyecTBa ANA BbiGpaHHOro TecTa.

Cneaywu,uMm waroMm nporpamma, C NOMOLUbK BbIBOAUMBIX Ha

dKpaH noacKkasok, no3posider nonb3oBaTento BbIMO/THNUTb

npoueaypy BbINOMHEHUS TecTa.

Mocne 3aBeplweHWa CYUTbIBAHUA, NMporpamMmMa BbIBOAWUT Ha 3KpaH

BbIlUNCNTEHHOE

3HayeHue. Ecnu

nsImepeHmne npoeoaunocb B

HECKONbKUX NOBTOpPax - BbIBOAWUTCA CpPeEAHEE apVI(*)MeTVI‘-IeCKOG.

Ecnn BblYNCNEeHHOE 3HAYEeHNEe HEKOPPEKTHO - ero MOXHO YAANUTb.
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PykoBOACTBO Nosib3oBatens AHanmn3aTop f1abopaTtopHbI NMosTyaBTOMaTUYECKMI
BTS-350 ¢ npuHagnexHoCcTamu
4.0CHOBHble onepauymnmu

4.3 OnncaHme 0OCHOBHOI0O MeHHo

i W02, TecT abcopbuum
MeHI ANs BbINONHEHUA CYUNTbIBAHUA abcopbunm obpasya.

TECT HA

~ECT HA KOHUEHTPALWMIO
ABCOPBLMNIO

03. 04. 05.

«'OHTPO/b
, KOHONTYPAUNSA MCTOPUYECKMUE
OAHHBIE
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PyKoBO/ICTBO NO/b30BaTeNs AHann3aTop /1abopaTopHbIA NoMyaBTOMATUYECKNI

BTS-350 ¢ npuHaaneXxHoCTamu
4.0CHOBHbLIe onepaymnu

4.3 OnuncaHme oCHOBHOI0O MeHH0

eppub iTab**seHN

OfHOLBETHbII 5

340
37
300 uL

MPOYUTATb nr~0 4" bl YPOBEHb

B npouecce 0XugaHus UCXOAHOTO
YPOBHS

BC

02. Tectabcopbuyun

JKpaH pasfieneH Ha fBe yacTu: B BepxHel yacTu nofb3oBaTeNlb MOXET
3afiaTb YCNOBWSA CUYUTbIBAHMA. B HuXHell oTobpaxaeTrcs cUYMTaHHOe
3HauyeHue abcopbumnu.

Mocne 3ajaHWs YCNOBUIA CYMTbIBAHUA, aHanu3atop 3anpawuBaeT
BbINO/IHEHMe TecTa 06a30BOW NWHUKM U [Janee NONAb30BaTeNb MOXeT

BbINOMHATL CYMThHIBaHUe abcopbyumm obpasLos.
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PykoBOACTBO Mosib3oBatens AHannsaTtop nabopaTopHbIA MoyaBTOMaTUYECKNI
BTS-350 ¢ npuHaaneXxHocTamu
4.0CHOBHbIe onepaumnmn

4.3 OnuncaHme OCHOBHOI0 MeHHK

03. KOHTponb Kayectsa
laHHOe MeHK nNo3BONAET ynpaBAATb W HacTpauBaTb MNporpammoii
O 2 KOHTPONS KayecTBa, OCHOBAHHOW Ha npaBunax JleBu-[XeHHNHrca.
01 . '

hpT WA KOHLUEHTPALUIO

TECT HA

ABCOr&uyuio

03. 04. 05.

«OHTBONb NCTOPUNYECKUE
KAHtCTBA TECTA
LAHHBIE
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PykoBOACTBO Monb30Bartesia AHann3aTop nabopaTopHbIn NMos1yaBTOMATUYECKN
BTS-350 ¢ npuHagieXxHoCTaMu

4_.0CHOBHble onepayum

4.3 OnuncaHme OCHOBHOI0 MeHH

= BioSystems 03/TO 16 32 [ 03. KoHTpoO/1b KayecTBa
! B,U,aHHOM MEeHH 0T06pa)KaeTCFI CNUCOK C Ha3BaHUAMKU BCEX
3anporpamMMupoBaHHbIX MeTOAUK. T[lonb3oBatesb MOXET

01 02. BbIGpaTb NGO TeCT W NpoBepuTb 3IBOMKIMIO  BCeEX
[ |

TECT HA KOHTponen kavyectsa no rpagukam KK.
ABCOPEBEL IO

TECT HA KOHLUEHTPALNIO

04. 05.

n: TECTA [aHHble
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PykoBOACTBO Nosib3oBartens AHanu3atop /1abopaTopHbIA NoyaBTOMaTUUECKUN
BTS-350 ¢ npMHaaieXHoCTAMM

4_.0CHOBHble onepayum

4.3 OnucaHme 0OCHOBHOIo MeHHKo

= B oSvstr'".»

01.

[fecT Ha kKoHueHTpayuio

03.

KOHTPOJIb
KAYECTBA

04.

KOHOUTYPAL A
TECTA

Oi/10 16 3? A

02.

TECT HA
ABCOPBLMIO

05.

NCTOPUYECKUNE
OAHHDBIE

04. HacTpoika Tecta

[aHHOe MeHI0 NO03BONSAET U3MEHUTb /ll0bble paHee
3anporpammupoBaHHble TECTbI 1 COXpaHUTb U3MEHEHUA.
Mpn BbIOOpPE [LAHHOIO MEHI0 BO3HMKAET BCMJibIBaloLLiee
OKHO CO CMMCKOM 3anporpammMmpoBaHHbIX TecToB. [pu
BblOOpe TecTa MO/b30BaTe/lb MOXET M3MeHUTb Jitobble

napameTpbl 3aBO/ICKOr0 nnm paHee
3anporpaMMMpoOBaHHONO TecTa UM co34aTh HOBbII TeCT.

HACTOATENIbHO HE  PEKOMEHAYETCA  U3MEHATb
NAPAMETPbI 3ABO/ICKMX NPEABAPUTE/IbHO

3ANMPOrPAMMVPOBAHHbBLIX TECTOB ANA MNOJTYHYEHNA
TOYHbLIX N JOCTOBEPHbIX PE3Y/IbTATOB.
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PykoBOACTBO Mofb3oBartenia AHanm3aTop 1abopaTopHbIA NOyaBTOMATUYECKNN
BTS-350 ¢ npnHaaneXxHocTamu

4_.0cHOBHbIe onepayuu

4.3 OnuncaHme 0OCHOBHOI0 MeHHo

= Ko-au' Ypaununsa 10 1,3 TexHuk?)

CALCIUM ARS
i q
mg/dL

OfHOUBETHbIN

635

Ycnosusa TecTa

o6paaua

ObLUEE

CPEACTBA YMNPABJIEHUA

Tun vam(«ennii

KoHeuyHas Touka

TemnnaTtypa

COXPAHUTb
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04. HacTpolika TecTa

KANMEPOBKA MAPAMETPbI: Tabnnua otobpaxaeT OCHOBHble mapamMeTpbl Ans
KaX4oro tecra.

Tun pMaxkim

YBenuuyernue *

[Ansa nonyyeHns Hanbosee TOUHbIX U LOCTOBEPHbIX
pesynbTatos, KoMmnaHus BloSystems S.A. pekoMeHAyeT He

M3MEHSTb 3anporpaMMIPOBaHHbIe NapameTpbl
omLManbHbIX afanTaLuii.
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PykoBoAacTBO nonb3osatensi AHanusartop nabopatopHbii nonyasToMaTU4eCcKum

BTS-350 ¢ npuHaanexHocTsaMm
4.0CcHOBHBIE ONlepaliuH

4.3 Onucanue OCHOBHOro MeHI0

04. Hacrpoiika Tecra — OBUWE HACTPOKA

TUN PEAKUUNA

HA3BAHMUE Mporpamma BLIBOAUT OKHO € BLIGOPOM ABYX BapUaHTOB:
‘ HazsaHue Tecra. BO3PACTAIOLLIAA/ YEbIBAIOLLIAR. YKa3sbiBaer, Kak
I namennerca abcopbuun Tecra — soapacraer uam yboisaert co
| BPEMEHEM.
| EAUHULLBI U3MEPEHUA OBPA3LIA PEXUM CHUTHIBAHUA
| EAnHMLbI, B KOTOPLIX OTOOPaKaeTCA pe3ynbTar TecTa. MNporpamma oTobpaaeT OKHO CO CAeAYIOWUMI ABYMA
TUN USMEPEHUR ONUUAMM:

| MNonbsosarens moxer BbibpaTh MeXAY PAa3NMHHBIMK TMNAMK
| U3MepeHus (CMOTPH rnasy 5 Ana AONONHUTENLHOM
| MHPOpMaLMK O TUNAX U3MEPEHUA).
KoHeuHas rouka
® KuHeTuka
e NuddepeHunpoBKa
e  PuKCUpoBaHHOE Bpema

MOHOXPOMATUKA: [poussogutrcs 0gHO U3MepeHue
o06pa3ua Ha BbIGpaHHOU gAuHE BOAHDI.

BUXPOMATHUKA: Mpoussoaunrca asa uamepeHua obpasya.
OpaHO Ha 0AHON ANNHE BONHDI, 8 BTOPOe Ha pedepeHCHO
AnvHe sonHbL. 3HavyeHue abcopbuun obpasua ebiunchfeTCA
KaK pa3HuLa mexay asyma abcopbunamu:

ABS = ABS A ocHoBH. - ABS A ped.

OCHOBHAA/ PESEPEHCHAA ANWHA BONHLI
[LMHBI BONH B HAHOMETPAX, Ha KOTOPbIX NPOM3BOAUTCA
CUUTbIBAHME.
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PykoBOACTBO NOMb30BaTeNst AHANN3aTOP /1ab0PaTOPHbIA NONYyaBTOMATUYECKMIA

BTS-350 ¢ npuHaaneXxHoCTaMu
4. OCHOBHbIe onepauunu

4.3 OnncaHme OCHOBHOI0 MeHH

04. HacTpoiika Tecta - OBLWE HACTPOWKU
3ABVPAEMbI/ OBBEM: O6bem B Mkn o6pasla, 61aHka
ninnun ctaHgaprta 3abupaemblit gna namepeHns. JOcTyneH
ananas3oH ot 100 go 5000 mkn.

A

TEMIEPATYPA: Yka3biBaeTtca Temnepatypa
TepMocTaTupoBaHua KloBeTbl. [Tporpammupyetcsa oT 25 [0
40C, c warom BoauH rpagyc C.

YeM MeHblle 3abupaemblii 06beM, Tem 60nble byaeT
3arpsA3HeHne Mexay ABYyMs nocnefoBatefibHbIMU
obpasyamm

BPEMA MHKYBALUWW: Bpema TepmocTatupoBaHua 40 NepBOro
N3MEPEHUS.

BPEMA CTABUTN3ALNN

Bpemsa 3ajepXku Mexpay KoHLOM uyukna 3abopa obpasya u
nsmepeHnem B pexunmax KOHEYHAA TOYKA u
ANOOEPEHLMPOBKA. O6bI4HO 3TO 5 CEKYHA, HO MOXET 6bITb
3anporpamMmmMupoBaHo, No3BOMAET NOAOXAATb NOKa XUAKOCTb
He 6y eT NOJIHOCTbIO TOMOTEHHA B KWBETE W TO/NIbKO 3aTEM
NPOW3BOANTL CUUTbIBAHME, 0COOEHHO akTyanbHO 418 CMeCeN ¢
NOBbIWEHHON BA3KOCTbHIO.

®AKTOP PA3BEAEHNA

Beefgute haktop passefeHus ans obpasya. Pesynbrar
KOHLeHTpaLuun 6yaeT yMHOXEH Ha BBEeAEHHbIN pakTop.
Monb3oBaTenb JONXKEH BPYYHYIO pas3BecTn obpasey nepej
N3MepeHNEeM BO BBEJAEHHOW nponopuuu.

HAUATbHAA ABCOPBLIA

Ncnonb3yetca Tonbko ana pexumos KWHETUKA u
OVNKCMPOBAHHOE BPEMYA. ins Bo3pacTaklmx peaklnii, ato
3HayeHne MakCUManbHON gonycTumMon abcopbuum gng
nepBOro CYMTbiBaHWA. Ana yb6biBalWUX peakymnit, aTo
3HaYeHWe MUHUMANbHOW gonycTumMoii abcopbyum gns
NepBoro CYMTbIBAHNSA.
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PykoBoacTBO nonb3oBartens AHanusaTtop nabopartopHbi NoNyaBTOMaTUYECKUNA
BTS-350 ¢ npuHagneXxHoCcTsaMu

4.0CHOBHBIE OlepaliHH

4.3 OnHcanue OCHOBHOI'O MEHIO

04. Hactpoiika Tecra — OBLLUE HACTPOUKU MPEAEN BNTAHKA

NPEAEN OBHAPYXXEHUA NpeaensHoe aonycTumoe 3HaveHue abcopbunm 6nanka. Mpu

MuHuMmanbHblii npeaen obHapymerua recra. Npu NpeBbILeHNU YKa3aHHOTO IUMUTR — NPOrPamMma Bbiaaet

NpeBblEHNUN YKa3aHHOTO IMMUTA — NPOTPaMMa BbiaaeT npeaynpemgenue. BO3MOXHO OTKNIOUYEHKE BbINOAHEHUA TeCTa

npeaynpemxaeHue. 6naHKa pearexra. fiBnaetca 0b6a3aTenbHLIM ANA TECTOB TUNA
namepeHua KOHEYHAR TOYKA n AUPDEPEHLIMPOBKA.
GAKTOP (A)

NPEAEN NMHEMHOCTH 3HaYeHUe MHOXUTEeNR, NPUMEHAESMOTO ANA KOPPEKUUU

MakcumanbHbid npegen nMHeRHocTU. Mpu npesbilWweHnk pe3ynbTarta KOHLEHTPaLUMI.

YKa3aHHOTO NUMWTa — NPOrpamma BblAaeT NpeaynpexaeHue.

MUHUAMYM HOPMAJIBHOIO 3HAYEHUA GAKTOP (B)

MuHumanbHoe 3HaueHue ANA HOPMaNbHbiX BeAMYMH. laHHoe  3HadeHue A06aBOYHOro 3HaYEHUA, NPUMEHAEMOrO ANA

3HaYeHMe pacnevyaTbiBaeTCA BMECTE C Pe3yAbTaTOM K KOPPEKUUM pesyAbTaTa KOHUEHTPaUUK.

oTobpaxaeTca Ha aKpaHe.

MAKCUMYM HOPMAJIbHOTIO 3HAYEHUA

MakcumanbHoe 3HaueHue AnA HOPpManbHbIX BeanyuH. flansoe
3HaYeHMUe pacnexaTbiBaeTCA BMECTE C pe3y/ibTaToM U
orobpamaerca Ha akpaxe.
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PykoBOACTBO Monb3oBatesia AHa/im3aTop 1abopatopHbIv NoyaBTOMATUYECKUN
BTS-350 ¢ npuHagnexHoCcTamMu

4.0CHOBHble onepaymnmn

4.3 OnucaHme 0OCHOBHOI0 MeHHK

03/10 16:36 L, 04. HacTtpoiika Tecta - KOHTPO/b

= ypauna tecta * TexHuka

OBUEE CPEACTBA YIIPABNEHWA — KATMBPOBKA KOHTPO/IW: NMonb3oBaTenb MOXET aKTUBUPOBATL UK
oTKN4YnTh KoHTponb KauectBa (KK) (80 3-x ypoBHEN
KoHueHTpauuu AN KOHTPONA KavyecTBa .
v . KOHTpONein) n pegaktuposatb 3HavyeHua KK (ananasoH KK u
XMeb
OTK/IOUYEHO ! NIOT Ne).
YPOBEHbL 2
OTK/NHOYEHO !
Ypos”™b 3
OTKNHOYEHO
YOANUTb
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PykoBOZICTBO NOJIb30BaTeNs AHanM3aTop f1abopaTtopHbI MosTyaBTOMaTUYECKMIA
BTS-350 ¢ npMHaaieXHoCTAMM

4_.0CHOBHble onepayuu
4.3 OnuncaHne oCHOBHOIo0 MeHHKo

- W VS KOC 10 TexHuka 03/10 16 36 04. Hactpoiika Tecta - KANNBEPOBKA

O0&LLEE CPEACTBA YTPABJIEHNA KATMBPOBKA
KANNBEPOBKA: Monb3oBateslb MOXET BblOpaTh TUN KannbpoBKN:

no pakTopy unu craHgapram.

aaHaAPT
o M "
O oM i ent 1) Kanu6poska no thakTopy, N0Nb30BaTeNb JONKEH BBECTH
15
(hakTop KanubpoBKM.
[ocTynHble Kanmépatopbl
richap A 2) Kanu6poska no ctaHgaptam, Nofb30BaTeNb MOXET
mfs?;*zo - 10 mo/dL TIAPTA 0TpefakTUpoBaTh KOJTMYECTBO TOYEK KAaNNBGPOBKN (A0 5 Touek),
OTK/IOYEHO KoHuyeHtpayus mg/dl MAPTUA HOMEp NOTa M 3HAYEHUA KOHLUEHTpaLWN CTaHAApPTOB.
Kann6patop 3
OTKMOYEHO. Kwerdiogwve. NMUALW 3APTASA
COXPAHUTb
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PykoBOACTBO Mofb3oBartenia AHa/im3aTop 1abopatopHbIv N10/1yaBTOMATUYECKUNN
BTS-350 ¢ npuHaaneXxHoCcTamu

4.0CHOBHbIE onepayuu

4.3 OnuncaHme oCHOBHOIo MeHKo

05. ApXxuBHble faHHbIE

n K
MeHI0O oTobOpaxaeTt onepaLumn, KOTopble NPOUCXOANUNN C
nonyaBToMaTu4YeCKUM aHanmM3aTopom.
O 1 O 2 Mo3BONAET NPOCMOTPETH COXPAHEHHbIE PE3yNbTaTOB U3MEPEHUSA
| |
' KOHUEHTpaLum nayneHTos.
TEaKA
TEN HA KOHUEHTPALWIO 6
ABCOPIL IO BboiBogumMas uHpopmaLns MoxeT 6bITb OTCOPTUPOBAHA No
cnefylouum napameTpam:
+ Jlata
 ID nauneHTa
03 . 04 . O 5 + PesynbTatam Tecta
|
KHROb « Tuny namepenuns (6naHk, kannéposka, KK nnm obpasubl)
KOHOUTYPALNS WCTOPUYECKUE
KayecTBa TI,orA

OAHHBIE
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PykoBoacTBo none3oarens AHanusatop nabopaTtopHbiii nonyasToMaTu4ecKui
BTS-350 ¢ npuHaanexHocTaMM

5.1IponeAypn H3MepeHHN

PyKOBOACTBO NONL3OBaATENH AHaAM3aTop AabopatopHbiii noayasTomaTueckui BTS-350 ¢ npuHagaenuocTAmMn | Bepoun 1.1.1 — Cenmbpn 2022
& 000 LHPMH () INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

49



PykoBoaCTBO nNonb3oBaTtens AHanu3atop nabopaTtopHbiit NONyaBTOMaTUYECKUIA
BTS-350 ¢ npyuHagnexHocTaMm

5.[IponeAypbl H3MepeHHH U BHIYHC/ICHUH

B AaHHOMU rnase PacCMaTPUBAIOTCA _A s Abcopbumn Gnarika
pasnnMHbie npoueaypb! : m :‘fzm 2'6’;?“‘;“
M3MEpPEeHUH,  OCHOBaHHbIE ] H3 ™1 ]Amain ABcopSuma no GCHOBHON AAMHE BONHBI
pexume aHanusa U BbIYUCNCHUU, C [,.] Areference ABcopbumn no pedepeHcHol ANUHE BOAHDE
NOMOLYbIO KOTOPbIX noayvator _[...] R1+R2 Abcopbuus 6naHKa, cranpapra wan 06pasua ¢ ABYMA peareHTamu {OCHOBHAR peakumMn)
3HaueHWe KOHLEHTpPaLuuu. bByayT [-]R1 :gco:&;n» GnaHka, ctanaapTa wam o6pasua ¢ 0oAHKWM pearerTom (peakuma ¢ SnaHKom
NPEACTaBAEHbI pasnuiHuie [..]T1 Aﬁgplgma Gnauxa, crangapTa uam o6pasua uamepeHHan nocae 1-# unkybaumu
dopmynbl,  ucnoav3yloWMecs AR [ 1T2 ABcopbumn 6nanka, craHaapTa v 06pasua usmepeHHan nocae 2-# uHkySaumm
BbiYMCNEHUA. Npoueaypbi A FRAC ABcopbumn dpakumm
M3MepeHus  oAnHaKoBbi  paa ATOTAL Noanan abcopbuna
6aHKka, CTaHAAPTOB, KOHTPONEN M 2?)/6’::;"‘3 ﬁ::m :‘:’;::;’;::wpﬁ THH CTRNADHTS
°6p33”-05; Mpw obpabotke ¢ CTanpapra 3anporpamMmUpPOBaHHaR KOHLIEHTPAUMA CTaHA3PTA
KOHTpOAEN UCNO/b3IYIOTCA TaKUE e n Konuuecrao ROBTOpOB
BLIMMCAEHUA, KaK ¥ anA obpasuos. _f ®akTop craHaapTa
TR MocToOAHHLIN GAKTOP, 33BUCALUNK OT THNA PLaKLMK.

HmeeT nonomuTencHoe sHaveHne (+1) 1A Bo3pacraniwei peakumm n oTpuuaTenvHoe {-1)
Ann yGbisalouiedi peakumm.

PyKOBOACTBO NOALIOBATENA AHANMIATOD AAGOPATOPHBIA noayasTomaTuueckuit BYS-350 ¢ npunagnexHocTamu | Bepona 1.1.1 — Centabpb 2022
@ 000 LUPMI [ INFO@CIRMIRU @& WWW.G0SZDRAVNADZOR.RU



’

PykoBoacTBO nonb3oBaTtens AHanu3arop nabopatopHblii nofnyaBToMaTU4YeCKUi

BTS-350 ¢ npuHagnexHocTamm

5.1IponeAypsl H3MepeHHH H BLIYHC/ICHUAN

5.1 KoHeunasi TOYKA - OPHHIHE ONpeAe/IeHHA

ABCOPBLUIA

MOHOXPOMATUKA / BUXPOMATUKA

fMipy A[aHHOM TMNE W3MEpPEeHUA CuMuTbiBaHWe abcopbuum
NPOUCXOAUT OAWH pa3 U cpaBHMBaeTCA ¢ 6a30BON AnHMEH,
BbINOJIHEHHOW C AWUCTWI/IMPOBAHHOW B0OAOW. B  AaHHOM
U3MEPEHUW MOXKET UCNOAL30BATLCA OAUH WK ABa PeareHTa,
abcopbuma MoXeT CYUTLIBATLCA Ha OAHOW WM ABYX ANWHAX
BoAH. Kanubposka moxer ObiTb BbINOAHEHA C NOMOLUBIO
CTaHAApPTOB (OAMH WAM  HECKONLKO) MAM €  NOMOULBIO
3anporpammupoBaHHoro  ¢aktopa.  BnaHk  peareHTa
BLINO/IHAGTCA ANA KAXKAOIO 3aNycKa Tecta U NPOBOAUTCA C
YUCTHIM peareHTOM WAKU peareHTOM ¢ Boaoi. Abcopbuma
6naHKa Takke cpaBHUBaeTCA ¢ 633080l AMHKEN NO Boge.

A Obpasey = [A OGmseLJ - [A Enmm]
A crangapr = [A crangapr] = [A Brans]
A ki = [A k] = [A ran]

Abcopbuus mower Obitb M3mMepeHa Ha OAHOW WMAM ABYX
AnvHax BoAH. B cayuyae 6UXPOMATMHECKOTO CYMUTLIBAHUA,
3HaveHMe abcopbummu paccUMTHIBAETCA KaK PasHULA mexay
abcopbunit Ha OCHOBHOW gnuHe BoAHbI M abcopbuma Ha
pedepeHcHON AAMHE BOAIHDI.

A 06pazey = [A 06paseuy] Amain — [A 06paseu] Areference
A crangapr = [A crangapr] Amain = [A crangapt] Areference
A Gramx = [A srann] Amain — [A granx) Areference
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PykoBoaCTBO nonb3oBarena AHanusaTtop nabopaTtopHbiii NONyaBTOMATUYECKUNA

BTS-350 ¢ npuHagnexHocramm

5.1IponeAypsl H3MepeHHUH M BEIYHCICHUH

5.1 Koneunaa Touka - Konuenrpanus

OcHOBaHO Ha  wu3mepeHHOM  abcopbuum, 3HayeHMe
KOHUEHTPauMmn aHanuTa B obpastie MoXeT ObiTb paccuMTaHO:

GAKTOP MYAbTU-CTAHAAPT

KoHueHTpauua BbIMMCAALTCA no paHee [pu MCNONL30BAHUU MHOTOTOMEYHOU KanubpoBKu

3anporpaMmmMupoBaHHOMY baKTopy no popmyne: KOHUEHTPalMA PacCYUTLIBAETCA, WCNOAbL3YA CTaHAAPTHYIO

C o6pasey =TR*F* {A o6pasei- A Branx) PyHKUMIO KpUBOW Kanmbposkn. [laHHaA KPWBAA CTPOWUTCA
npubopom NO 3apaHee 3anpoOTPaMMUPOBAHHLIM 3HAYEHHAM
KOHUEHTPaUUKM CTaHZApPTOB WM WU3MEPEHHbIM 3HAYEHUAM
abcopbuun ana Kaaoro M3 HUX oTHocuTenoHo 6a3308B0iA
NIMHKMK NO Ceayiouen popmyne:

MOHO-CTAHOAPT

Npu ucnonb3oBaHMM KanubpOBKM NO OAHOM  TOuKe,

KOHLEHTPaLIMA BLIYMCAAETCA NO chepyiowweit popmyne:
[A ospaseu] = [A grai]

C o6pesen, =  [A cranaapr] — [A srand]* C Cvanpapr
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PykoBoACTBO nonb3oBatens AHanusartop nadopaTtopHblit NonyaBToOMaTU4eCKUM

BTS-350 ¢ npuHagnexxHocTamm

5.[IpoueAypbl H3MepeHHii 1 BHIYHC/ICHHH

5.2 BbupearenTHas AudPepeHUPOBKaA - NPHHIUHN ONIpeAe/IeHHA

ABCOPBUUA

MOHOXPOMATUKA / BUXPOMATUKA

[na Kawaoro Tecta NOArOTaBAVBAETCA OTAENbHbIM OnaHk,
UCNOAL3YIOWUA BMeCTO ObBpasua AUCTUAAWPOBAHHYIO BOAY
WAK YUCTBIe peareHTbl. Uamepserca abcopbuua Bnanka, Kak
TONbKO ¢ nepsbim peareHtom (R1), Tak M Cc AByMA
cMmelwaHHbiMMu peareHTamu (R2), KOTOpaA Take M3MepAeTCA
OTHOCHTENbHO 6a30BO# NMHUK C AUCTUAIMPOBAHHOW BOAOMW.
Kanubposka moxeT ObiTb BbINOAHEHa C NOMOWbIO CTaHAAPTOB
(oaun uAn HECKONbKO) nnAK c NOMOLLBIO
3anporpammupoBaHHoro ¢aktopa. 3xaveHue abcopbumm
BbIYUCARECTCA KaK pasHuLia mexay abcopbuueil, uamepeHHoM ¢
ABYMA peareHTamm W abcopbuveit TONBKO C OAHUM
peareHTom:

A o6pasey = [A o6paseu) R1+R2 — [A ogpaseu] R1

A crangapr = [A cranapr] R1+R2 — [A crangapr] R1

A aranx = [A gramk] R1+R2 = [A grane] R1

Abcopbuma MoeT ObiTb M3MepeHa Ha OAHOW WAW ABYX
AMHAX BOAH. B cayyae OUXPOMATHMECKOTO CHMTLIBaHMA,
3HaveHue abcopbunmn paccuMTLIBAETCA KaK pasHULA mexay
abcopbumit Ha OCHOBHOM AnAuMHe BOAHBI ¥ abcopbuna Ha
pedepeHcHON gnuHe BOAHDI.

A 06pasey = [A 06pasey] Amain — [A o6pasey] Areference
A crangapr = [A crangaps] Amain — [A crangapr] Areference
A Bramk = [A Euauu] Amain — [A Snauu] Areference
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PykoBoacTeo nonb3osarens AHanusartop naboparopHbiil nonyaBToMaTUHecKui

BTS-350 ¢ npuHagnexHocTamu

5.IIponeaypbl H3MEepEeHHH H BHIYHCICHUN

5.2 BupeareHTHas A depeHHPOBKA — KORIEHTPALMHA

GAKTOP

MYALTU-CTAHOAPT

KoH ueHTpaumAa BbIMUCIACTCA no paHee
3anporpammupoBaHHOMY (baKTopy no 4)opMWIe:
C Obpaseyy =TR*F* (A 06panu-A Smm()

MOHO-CTAHAAPT
Mpu wncnoAb30BaHUM KaAMOPOBKM NO OAHOW  TOMKe,
KOHLIEHTPALUMA BbIMUCNACTCA NO caeaylowen popmyne:

[A o6paseu] ~ [A sran]

C obpasen = [A cranaapr] — [A Brann]* C cranpapr

Mpw MCNONb30BaHWUK MHOTOTOMEUHOM KanubposKu
KOHLUEHTPALUUA pPacCYMTLIBAETCA, WCNOAL3YA CTaHAAPTHYIO
$yHKUMIO KpUBOK Kanubposku. [laHHAA KPUBaA CTPOMUTCA
npubopom no 3apaHee 3anNpoOrPamMMUPOBAHHBLIM 3HAYEHUAM
KOHUEHTPauuM CTaHAAPTOB U  WU3MEPEHHbIM 3HavYeHHUAM
abcopbumm ana KaMAporo U3 HUX OTHOCUTENbHO 6a3oBOW
AVHWK NO chepylowei ¢popmyne:

Cobpasen= FUNC [A o6pasen]

54

PyxoBoACTBO NONLIOBaTENA AHann3aTop NabopatopHbid nonyasTomatMueckuid BTS-350 ¢ npunagnesxHocTamu | Bepems 1.1.1 — Centafips 2022

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



PykoBoACTBO Nonb3osarens AHanusarop naﬁopaTopH'blﬁ nonyasToMaTu4ecKum
BTS-350 ¢ npuHagnexHocTaMu

5.IlponeAypsl H3MEpPEeHHH M BHIYHUC/ICHHH

5.3 PHKCHpOBaHHOE BpeMA - NPHHIMI oNpeAe/JIeHHA

ABCOPBUMA

A6Gcopbuma peakuuu CunTbIBaeTCA B ABa ONpeaeNeHHbIX
MOMEHTa BpPEMEHU OTHOCUMTEeNbHO ©0330BOM /AMHWUM ¢
AUCTUANMPOBAHHOM BOZOW Ha OAHOW AAMHE BOAHDI.
Kanubposka moxeT BbiTb BLINOAHEHA C NOMOWDbIO CTAaHAAPTOB
{oanH nnm HECKOAbKO) UAn c NOMOLLBIO
3aNporpaMmupoOBaHHOrO  ¢akTopa. 3HaueHue abcopbumnn
BLIMUCNRETCA KaK pPasHMLa mexay abcopbumeit, uamepeHHoOH
B MHTepBan BpemeHn Tl u abcopbuueii namepeHHOU B8
UHTEpBan Bpemenn T2,

A o6pasey = [A ospasen) T2 = [A o6pasey] T1

A cranaapr = [A cranaapr] T2 = [A crangapr] T1

A Brank = [A linam] T2- [A Enamc] T1
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PykoBoacTBo nonb3osatenst AHanusatop nabopaTtopHbiii NONyaBTOMaTUYECKUIA

BTS-350 ¢ npuHagnexHocTamm

S5.1IponeAypbl H3MEpEHHH H BHIYHCICHHMH

5.3 PUKCHpOBaHHOE BpeMs - KOHICHTPaLUHsA

OcHoBaHO Ha uamepeHHoU abcopbuun, sHaveHune
KOHUEeHTpauwuu aHanura 8 06pasue moxeT 6biTb PacCUUTaHO.

GAKTOP MY/IbTU-CTAHOAPT

KoHueHTpauus BblYMCARCTCA no paHee [Mpwu MCNOAL30BAHUM MHOrOTOUYEYHOU KannbpoBku

3anporpammuposaHHomMy gakropy no popmyne: KOHUEHTPauuA pPacCcuMTLIBAETCA, WCNOAb3YA CTAaHAAPTHYIO

C o6pasey =TR*F* (A o6pasey—A sanx) GyHKUMIO KpuBOW Kanubposku. [laHHaa KpuBaa CTPOMTCA
npMbopoM NO 3apaHee 3aNPOrPaMMMUPOBAHHBLIM 3HAYEHUAM
KOHUEHTPaUuU¥ CTaHAAPTOB M  M3MEPEHHbBIM  3HaYeHUAM
abcopbumn ana KaXAOro w3 HUX OTHOCUTeNbHO OGa3oBoi
NUHUK NO chegyiolseit popmyne:

MOHO-CTAHAAPT

Mpu wucnonb3osaHuM KanubpoBKM NO OARHOW  TOuUKe,

KOHUEHTPauMa BbINMCARRTCA NO cheayioulei popmyne:
[A o6gpaseu] — [A gnanl

C o6pasen, = [A crangapr] — [A Bnann]™® C crampapr
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PykoBoacTBO nonb3osatena AHannsaTop naﬁopaTopHi:.lﬁ nonyastoMaTu4eckui

BTS-350 ¢ npuHagnexHocramu

5.1Iponeaypbl H3MepeHHH M BLIYHC/ICHUH

5.4 KMHeTHKa - NPHHIMI OnNpeAe/IeHHA

Uamerienne ABCOPBLIUN 3a eauHKLY BpemeHn

NPOBEPKA NMHEAHOCTH

Pexum  KuHetTMka  vcnonb3yeTca 4ANa  U3MepeHuAa
KaTa/IMTUMECKON peakuum 3H3uma. Abcopbuma peakumu
U3MEDAETCA pPEryApHO B TEYEHUE HECKONbKUX LMKANOB,
OTHOCHTE/IbHO 6330801 IMHUM C AUCTUANIMPOBAIHHOW BOAOH, 8
uHTepsane spemenn ot Ti go Tf , Kak 3anporpammupoBaHo 8
TecTe. YreHue npous3BOAUTCA Ha OAHOW AAvHe BOAHLL. Ha
OCHOBaHUKX AAHHBIX CYUTAHHOW abcopbumm, aHanusatop
BbiYMCAAET W3MeHeHue abcopbuum peakuum 3a efuHULY
BpemeHn. KannbpoBka mMOMET 6biTb BLINOMIHEHA C NOMOLLbLIO
CTaHAapTOB (OAMH WMAN  HECKOALKO) MAM €  NOMOLWBIO
3anporpammMmmMpoBaHHoOro GakTopa

KaTanuTuieckas akTMBHOCTb U3MEPRETCA CKOPOCTBIO peakLuh,
KOTOpas NpPONOPUMOHaNbHa HAKNOHY Kpusoi abcopbumm
OTHOCUTENBLHO BpeMeHU. HaKNOH paccUUTHIBAETCA, MCNONbL3YA
METOof, IMHENHON perpeccun ANA BCeX WU3IMEPEHHBIX TOYEeK
abcopbumu 8 uHTepsane spemenn ot Ti ao Tf. Ob6biuHO AnA
M3MEPEHUA HAKNOH3 KPHUBOW  WCNONB3YIOTCA  €AUHNULDbI
AA/muH. TonyaBTOMATMMECKMIA aHANWU3aTOP NPOU3BOAUT
perynapHbie  cuMTbiBaHMA  abcopbuuu u  BblMMCARET
ONTMMANLHYIO NpAMYIO  perpeccuM, WUCNONb3yAa METOA
HauMeHbLLNUX KBaAPaTOB.
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PykoBoACTBO Nonb3oBaTens AHanusaTop nabopaTtopHbiii noflyaBToMaTUYeCKuit
BTS-350 ¢ npuHagnexHocTamu

5.1IponeAypsl H3MepeHHH H BLIYHC/ICHUH

5.4 KnHeTHKA - KOHIEHTPANHA

GAKTOP MOHO-CTAHAQAPT
KoHuexTpayma BbiYUCARLTCA no pavee [lpu MUCNONL3OBAHMM KaZAMOPOBKM NO OAHOK  TOuKe,
3anporpammupoBaHHomy gaktopy no popmyne: KOHLIEHTPaUMUA BLIMUCAAETCA NO cregyowen popmyne:
—TReps (3A _AA &06
C o6pasey =TR*F* ( e |o6pasern, m |6/1aHK) C ospaseu =TR*F* 5 griodpasen C cravampr

AA
Elmugap‘r-Ttlﬁuaux
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PykosoACTBO nonb3oBarens AHanu3atop nabopaTopHblil nonyasToMaTU4eCcKui
BTS-350 ¢ npuHagneXxHocTamu

6. O6cayxuBanue
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PykoBO/ICTBO NOJib30BaTeNsi AHanM3aTop n1abopaTtopHbI MonyaBTOMaTUYECKMIA
BTS-350 ¢ npMHaanexHoCcTaAMM

6. ObcnyxmBaHume

6.1 OCHOBHble npaBuaa 06CN30KMBaHUA

nOﬂyaBTOMaTMHeCKMVI aHanmi3atop CNpPoeKTnpoBaH Angd 0e30TKa3HoiA pa60TbI n Tpe6yeT MWHUMAaNbHOIO0O TEXHWYECKOTO

obcnyxuBaHus. [na rapaHTUPOBaHHOW HaAexHOW W AOCTOBEpPHOW paboTbl npubopa B TeuyeHWe BCEro cpoka CAyXO6bl,
NPOBOAUTE MEpPUOAMUYECKOE TEXHNUYECKOe 06CNyXnBaHne npubopa B COOTBETCTBUM C yKa3aHUAMU PYKOBOACTBA NO/Mb30BATENS.

MpoBoAUTE ONEpaLnun No TEXHUYECKOMY 06CNYXNBAHMNIO TONbLKO T, YTO yKa3aHbl B JaHHOM pasfene,
B NMPOTUBHOM cfyyae Bbl MoXeTe MNONyYnTb TpaBMy WAM NOBpeanTb npu6op. TexHuyeckoe
o6CcnyxuBaHne npu6opa HEaBTOPMU3MPOBAHHBLIM MEPCOHANOM MOXET MPUBECTU K MOBPEXAEHUH
WHCTPYMEHTa UMW TpaBmMaMm, a Takxe NPU3HAHWI HapyleHUs TapaHTUHbIX YCNOBWUA, YKa3aHHbIX B
fnorosope. [locne BbINOMHEHUS O06GCAYXUBAHUSA, HEOBXOAUMO YAOCTOBEPUTLCS B KOPPEKTHOCTH

paboToCnoCOBHOCTN CUCTEMBI.
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PykoBoAcTBO nonb3osarens AHanusartop naboparopHblit nonyasToMaTUHECKUi
BTS-350 ¢ npuHagneXxHocTaMu
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PykoBOACTBO nonb3oBatenis AHa/IM3aTop N1abopatopHbIA NoyaBTOMATUYECKUN
BTS-350 ¢ npuHagneXxHoCcTamMu

6. O6cny>xmBaHume

6.1 OcCHOBHble NpaBuna 06CNyXUBaAHNS

danpeujaetca Mcnonb3oBaTb MO LU, Me cpeacTBa u a6pa3VIBHbIe MaTtepunanbl ANa OYNCTKN BHEWHUX HOBerHOCTeVI
noayaBTomMatTn4yeckoro aHanmniartopa. |/|CI'IOIIb3yI7ITe NWCKNKYNTENBHO BNaXHY TKaHb, CMOYEHHYI B BOAE UK C
HeVITpaﬂbelM MbI/TOM.

Mpun nponuBe peareHtTa UNM e4KOro BelWECTBa Ha NONyaBTOMAaTUYECKWUA aHaNn3aTop, HEMEANIEHHO NMPOTPUTE €r0 MATKO A
TKaHbK CMOYEHHO B BOfE.

Bceraa 3anosHsiiTe NpoTOYHYHO KIOBETY ANCTU/IMPOBAHHOM BOAOM UM BO34yXOM, ec/iv Bbl elo He No/ib3yeTech.
Hukorga He ocTaB/siiTe a KloBeTe peakLUNOHHY0 CMECh.

OTpeneHne ANs KOBeTbl 060PYA0BAaHO TEPMETUYHBIMYU NpOKNagKaMn ANS NPeAoTBpalleHus nonagaHns XuakocTy
BHYTpb Npuéopa. Ecnn BHYTPb Npoaunach XUAKOCTb - NPOTPUTE €€ MATKOI TKaHbH.

BUONOIMMYECKAA ONACHOCTb

Mepes npoBefgeHuem paboT No 06GCAYXMBAHUIO, HEOBXOANMO

NCNONMb30BaTh 3allUTHYD OA€eXAy, NEPYATKN N OYKW.
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PykoBOACTBO Nosb3oBatens AHanu3artop n1abopatopHbI NonyaBTOMaTUyeCKuiA
BTS-350 ¢ npMHaanexHoCTAMM

6. O6cnyXnBaHume

6.2 PekomeHAayeMbli rpauk o6CNyXunBaHus

NMEPNOONYHOCTb OBCNYXVNBAHVE UTO HEOBXOOMMO OENATb
MpomblBKa 3anosHUTe CUCTEMY NPOMbIBOYHLIM PacTBOPOM
B Hayane pabouyero gHAa
3anonHexue 3anonHuTe cUCTemMy AUCTUNANPOBAHHOW BOAON
Mexpay metogukamu 3anonHexue 3anonHuTe CUCTEMY UCKIKOYNTENbHO AUCTUNNIMPOBAHHON BOLOM
MpoMmblBKa 3anonHMTE CUCTEMY MPOMbBIBOYHLIM PACTBOPOM
B koHue pabouero gHs 3anonHeHune 3anosHNTE CUCTEMY AUCTUNNNPOBAHHON BOAOK + BO3AYXOM
Ouymncrka OuncTnUTe BHELWHNE NOBEPXHOCTU nNpubopa
MpoMbiBKa 3anonHuTe cuctemMy NPOMbIBOYHbIM PacTBOPOM
ExeHenenbHo
3anonHexue 3anonHnTe cucTemMy AUCTUNNPOBAHHOW BOAOW + BO3AYXOM
MpoBepka KanubpoBka nomnbl
ExemecayHo MpoBepka MPOTOYHYK KIOBETY CHapyXu, npn HeobXo4MMOCTM - OYUCTUTH
Ounctka dunbTp BEHTUNATOPA
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PykoBoacTBO nonb3oBaTtens AHanusaTop naéopatopHbiii NonyaBToMaTU4eCKuii
BTS-350 ¢ npuHagnexHocTamm

6.06cayxuBaHne
6.3 ExeaneBHoe 06CayKHBAHHE

PexomeHAayeTCA BbINOAHATL BCe Wark No o06cayKuBaHMIO NpMOOPa NPM BKRAIOYEHUM W BLIKNIOUYEHUW, ANA COXPAHEHUA
ONTUMaNbHOK QYHKLMOHANBHOCTH aHANIM3ATOPA.

B Havane pabouero aHa, nocne BKAIONEHWA Npubopa, PeKOMEHAYETCA 3anO/NHWUTL CMCTEMY aHanM3aTopa CHavana 5 ma
MOIOWWEero pacTeopa, a 3atem Gonbwum OGHLEMOM AWCTMANMPOBAHHOM BOABI ANA NOAFOTOBKM ACNUPALMOHHOMN CUCTEMDI
aHanmaatopa.

Mocne 3asepweHUA Cepun M3MepeHnH MAW nocne AOATOTO NepPHoAa NPOCTOA (OKMAAKHUA), PEKOMEHAYETCA NPOMBITH
aCMUPALMOHHYIO CUCTEMY MOIOILMM PacTBOPOM U GonbluMM 06beMOM AUCTMANMPOBAHHOK BOALI ANA OMUCTKN CUCTEMBI U
YAANEHWA NY3bipbKOB M3 Hee.

B KOHUe pabouero AHA TILATENALHO NPOMONTE CUCTEMY MOIOWMUM PaCcTBOPOM. 3aTeM NPOMONTE ANCTUANNPOBAHHOK BOAOH W
3aTem OCyLIUTE aCNUPALMOHHYIO CUCTEMY, BLIMOIHMB HECKOABKO LMKAOB 3aNOAHEHWUS BO3AYXOM.
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PykoBOACTBO Nosib3oBartens AHann3aTop 1abopatopHbI MosyaBTOMaTUYeCKMI
BTS-350 ¢ npvHagieXHoCTAMM

6. O6Ccny>XnBaHme

6.4 MNepnopmyeckoe obcnyxmBaHue

PekomeHyeTCcA BbINONHATL €XeHefjeNnbHOe 06CNyXnBaHue 41a noAJepxXaHua aHannsatopa B ONTUManbHOM COCTOAHUN.
OYNCTKA ACTIMPALMOHHOW CUCTEMBI

Heo6X0AMMO NpaBWNbHO OYMLlATb acNMpaLWOHHY CUCTEMY MOCNEe CepUM M3MEpPEeHUN M B KOHLle pabouyero gHs. MpomoiiTe
CUCTEMY MOWLW UM pacTBopoM. Heo6XoAMMO OCTaBUTb CUCTEMY, 3aNONHEHHY MOKW WM PacTBOPOM Ha 5 MUHYT. 3aTem
npoMoiiTe AMCTUNANUPOBAHHOK BOAOK W 3aTeM OCYWNTE aCNUPALMOHHYO CUCTEMY, BbIMOMHUB HECKOMbKO LLMKIOB 3aN0NHEHUS

BO3/YXOM.

Ecnu KOHUYMK HapyXHoit Tpyb6kn ana 3abopa o6pa3lLoB NoBpexaeH - 3ameHuTe eé. Mcnonb3yiiTe TONbKO OPUTMHANbHbIE

3anacHble yacTu.
KANNBPOBKA MOMIMbI

MpoBepbTe KanubpoBKYy nomnbl, ucnonb3ys B MeHw YTUNWATblI nyHkt KAJTUBPOBKA TMOMIMbI. B cnyvyae ecnu
nepucrtanbTuyeckas nomna He npowsa NPoOBepKYy, BbIMOJHUTE KAaNMOPOBKY NOMMbI, UCNONb3ya B MeH YTUNUTbI nyHkT
KANNBPOBKA MOMIMbI.

COBET: NMpoBoanTe 3aMeHy TpyOKM nepucTanbTUYeCKONn NOMNbI pa3 B rof
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PykoBOACTBO Nosib30BaTens AHanmn3aTop nabopatopHbI MonyaBTOMaTUYECKMI
BTS-350 ¢ npMHagieXHoCTAMM

6. Ob6cnyXXnBaHme

6.4 TMNepunognyeckoe obcnyxmnBaHue

PekomMeHAYyeTCA BbINOMHATL €XeHefenbHoe o6cny>K|/|BaHme ona nogaepxaHmna aHann3atopa BoOnNTMManbHOM COCTOAHUN.

OYMCTKA MPOTOYHOW KIOBETHI

MpoBepbTe YACTOTY I'IpOTOl-IHOVI KloBeTbl. Ecnun KloBeTa rpasHaa unm nMmewTca NATHA OT 6pbl3|' Ha €e NOBEePXHOCTW, TO BbINOJTHNTE

€e OYNCTKY, KaK ONMCaHO HNXE.

a) lNA 0UYNCTKM BHYTPU - BbinonHUTEe OUNCTKY ACTMTUPALVOHHON CUCTEMbI Kak onucaHo B 4aHHOM PYKOBOACTBE.
b) AN OYMCTKM CHApPYXW, cHAYyana NpoTpuTe 6yMaxXHbiM NONOTEHLEM, CMOYEHHbIM B LJUCTUINUPOBAHHONK BOAE, a 3aTeM

npoTpuTe GyMaxHbIM NONOTEHLEM, CMOYEHHbIM B cnupTe (70%) Ans yaaneHus rpsisu 1 cnefoB Kanenb, Nocne 3Toro

npocylwuTe Ha BO3AYXe.

COBET: PekoMeHAyeTCs He npukacaTbCs K CTEKASHHbIM ONTUYECKMM CTOPOHAM KIOBETbl A NpeAoTBpall,eHuUS

3arpA3HEeHNA ONTUYECKOTO NYTW KIOBETbl. OTO MOXET NOBANATL HA ONTUYECKOE CYUTbLIBAHUE.

OYNCTKA ®UNNTBTPA BEHTUNTATOPA

1) ®uUNbTP PacnonoXeH Ha HUXHE NOBEPXHOCTU aHannsaTopa. CHUMNUTE NNACTUKOBYI KPbllW Ky QUAbTPA, NPOCTO MOTSAHYB

ee Hapyxy.
2) 3aMeHNTe UM 0YNCTUTE PUNBLTP OT NbIAKU. NS OYUCTKM (hUNbTPA NPOMONTE €ro BOAON M NPOCYLWNTE €ro, Npexae Yem

YyCTaHOBUTb €ro 06paTHO. YcTaHoBNUTE (DUALTP 06paTHO B KOpMyC.

3) 3awénkHnTte NNacTUKOBYK KPblWKY uabtpa.
66

PYKOBOACTBO Nofib3oBatens AHannsaTtop nabopatopHblii nonyaBTomatnyecknii BTS-350 ¢ npuHagnexHoctamu | Bepcua 1.1.1 - CeHTa6pb 2022
& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



PykoBOICTBO NO/b30BaTeNs AHanu3atop /1abopaTopHbIA NoMyaBTOMAaTUUECKUN
BTS-350 ¢ npMHaanexHoCcTaMu

6. Obcny>xmnBaHme

6.5 XpaHeHuMe nytmnusauua oTxonos

MonyaBToMaTUYECKUA aHann3aTop MMeeT eMKOCTb ANA OTXO40B, B KOTOPYt cobupatTcd BO BpeMs paboTbl 0TpaboTaHHbIE
MaTtepuansl. YTunusauns oTXo40B LO/KHA BbINONHATLCA C COON0OgeHNneM Bcex TpeboBaHuMil npaBun Hapgnexauwei

NNabopatopHoit MpakTuku (GLP), a Takxe COOTBETCTBOBATb BCEM PErMOHANbHbIM NN HALMOHANbHbLIM Tpe6OBaHUAM

3akoHopaTtenoctea M3 Po.

BWONTOI'MYECKAA OMNACHOCTb

KoHTeliHep ¢ oTxogaMu COAEPXUT XUAKOCTW, KOTOPbIE MOTYyT NPeACTaBNATh
puck 6nonornyeckoin onmacHocTu Ans onepatopa. HafeHbTe 3aWUTHYO OAEXAY,

nepyaTkn N OUYKKN nepepq pa60T017| C EMKOCTbK ANA OTXO4O0B.
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| PykoBoACTBO Nosib3oBarens AHanusatop naGopatopHblii NONyaBTOMaTUHECKMIA
; BTS-350 ¢ npuHagnexHocTamu

7.Pemenue npo6iaem
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PykoBoAcTBO nonb3oBarenst AHanusatop nabopatopHbiit nonyasToMaTU4eckui
BTS-350 ¢ npuHaaneXxHocTamu

7.Pemienue npotiem

Fnasa Pewexue npobaem npeAHasHaueHa ANA NOUCKA M YCTPAHEHUA HEMCNPABHOCTEN, KOTOPbIE MOFYT BO3HUKHYTb BO BpEmA
paboTbl. Take OHa ABNAGTCA NYTEM NOAYYEHMA YAOGHON U CBOeBPEMEHHOI TEXHUMECKOM NOMOLLW OT KoMNaHuK BioSystems.

DNA KOPPEKTHOro U GLICTPOTO NOUCKa NyTelk YCTPaHEHUA HEMCNPABHOCTEN, BHUMATeNbHO M3yuHuTe PyKoBOACTBO NONL30OBATENA
U M3Y4MTE pEKOMEHAAUNK U NOPAAOK NPOBEAEHUA Onepaumii N0 TEXHUIECKOMY 0BCYKUBAHMIO.

NPOBJIEMA C CUCTEMOWA |  ONUCAHWE NPOB/IEMbI BEPOATHAS NPHUWUHA nan AENCTBUA A/IA KOPPEKLIUK
HuakocTb He 3abupaeTca npu ¢ [poBepbTe, 4To TPYOKM NEPUCTANLTHUECKOU NOMNLI
HamaToit luHaMMUEeCKON NOAKNIONEHB NPABUIbHO, €CAKN 3TO HE TaK — NOAKAIOMUTE WX
KHonke «MPOMbIBKA» KOPPEKTHO.
Boinonnute kKananbposiy NOMNbI 3aHOBO.
Acnupscne e o s
CUCTEMA

MNepucranbTdeckan nomna
paboTaeT, HO XKUAKOCTL He
3abupaeTtca.

Mposepobre, YTO TPYOKKU NOAKANIONEHDI NPABUALHO.
Mposepbte TPpybKM Ha 3acop, nepernb u npoTeuku.
BoinonHnTe KaAMBPOBKY NOMNBI 3aHOBO.
3ameHute TpybKu.

BoizoBute CepBUCHOro UHeHepa.

69

PyxoB0ACTEO NOALIOBATEAA AHANNIATOP AABOPaTOPHLIA NoAYaBTOMaTHYECKNI BTS-350 ¢ npunaaneHoctamu | Bepoun 1.1.1 — Centabpo 2022

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




PykoBoacTBO Nonb3oBatens AHanusaTop nabopaTopHbIii NONyaBTOMATUYECKUIA
BTS-350 ¢ npuHagnexHocTaMu

7.Pemienue npo6iem

NPOB/IEMA C CUCTEMOW

ONUCAHUE NPOBNEMDI

BEPOATHAA NPUMUHA nan AENCTBUA AN KOPPEKLIMK

3ATPASHEHUE

3arpAsHeHue mexay
obpasyamm

MNpu sbinoAHEHUW U3MmepeHKit 06pa3LOB NO 04HOMY MeToay, HeT
HeobBXoAUMOCTH RPOMbIBaTL Npubop. OaHaKo:

a) B cayyae BbICOKOrO pUCKa NEPEKPECTHOTO 3arpASHEHMA
mexay obpasuyamm, Bol moxeTe npeaBapuTenbHO
NPOMBITL AYEHKY CHauana AMCTUWI/IMPOBAHHOW BOAOH, a
3atem Bo3ayxom {4Tobbl n3bexarte pasbasnenus
peakuMOoHHON cMech).

b) B cnyyae ucNONb3OBAHWA peareHTa C UHTEHCUBHOM
OKPacKOM, moxer notpeboBaTLCA NpeABapUTENbHO
NPOMBITb AYENKy pabounm peareHTom, nepes Nepsbim
uamepeHuem. B npoTUBHOM Ciyuae, nepsoe usmepeHne
MOXeT ObiTb pasbasieHo AMCTMANMPOBAHHOW BOAOH,
MCNOABL30BAHHOW AR TecTa 6a3080H NUHNK.

3arpasHeHue mexay
MeToAaMMU

Bceraa npombiBaiTe NPOTOYHYIO KIOBETY AUCTUAANPOBAHHOM
BOAOK ANs NPeAOTBPALIEHWUA BAMAHWUA 3arPASHEHMA.
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PykoBoACTBO nonb3oBaTtens AHanusatop nabopaTtopHbili NonyaBsToMaTuiecknin
BTS-350 ¢ npuHagnexHocTamu

7.PemeHue npo6JieM

NPOBNEMA C CUCTEMOM

ONUCAHUE NPOBAEMbI

BEPOATHAA NPUYMUHA nan AEWCTBUA A1 KOPPEKLIUW

PE3Y/IbTATHI TECTOB

MNaoxan BOCNPOU3BOAUMOCTD
U HecTabubHOE CUMTHIBaHME

¢ [poBepbTe 3aNPOTPaMMUPOBAIHHDBIN O6BEM acnupaLnu 1
peanbHbifi 06beM, KOTOpLIN 3abupaet npubop.

e Ecaun 3abupaembiii 06bem HeKOppeKTeH — oTkanubpyiite
nomny.

¢ [posepbre CPOK FORHOCTHN peareHTa U MCRONb3yeMbiX
KOHTPOAbHbIX MaTEPUANOB.

¢ [lpoBepbre, YTO BCe PEKOMEHZALUMU W BCE peKOMeHAyemble
AeiAcTBUA No o6CAYKNMBAHMIO BbIAU BLINOAHEHDI.
UcnonbayidTe YHCTYIO CTEKNAHHYIO NOCYAY.

¢ MpoBepbTe, YTO B NPOTOYHOM KIOBETE HET NY3bIpei.

e Boizosure CepBUCHOrO MHXeHepa.

3HaueHHA KOHTPONeN He
nONagaloT 8 YKa3aHHbIK
AWana3soH

e [IpoBepbTe, HTO KIOBETA YCTAHOBAEGHE NPABUALHO K
HaXOAUTCA Ha NYTH CBETOBOIO NOTOKA.

e [IpomoifTe KIOBETY MOIGLLMM PACTBOPOM U 3aN0/IHUTE ee
ANCTUANNPOBAHHOMK BOJOM.

e fiposepebrte, uto BeegeH npasunvHbld 10T KK (KoHTpoab

KauecTea) » KoppeKTeH AMana3oH 3Ha4YeHUM.

NpuroToBbTe HOBLINA peareHT, kannbparop u KK.

Buinonxute 3aHoBo B/IAHK, KA/JIMBPATOP u KK.

BbinoAHUTE 3aHOBO C HOBLIM peareHTom U KK.

Buisosure CepBuCHOrO HKeHepa.
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PykoBoacTeo nonb3osarens AHanusatop nabopaTtopHbili NosyasTOMaTUYECKUA
BTS-350 ¢ npuHaaneXxHocTaMm

7.Pemenue npob6iem

ONUCAHUE NPOBNEMDI

BEPOATHAA NPUMUHA unan AEACTBUA ANA KOPPEKLIUK

| NPOBNEMA C CHCTEMOM

Hu3akaa socnponssogumocTd
pesynbraTos

e BHYTPHM KIOBETHI €CTb NY3bipy, U OHa A0NKHA GbITb NPOMBITA.
MNposepbTe COCTOAHUE CMCTEMbI ACIUPALIUM KIOBETDI.

paboraer

PE3Y/IbTATHI TECTOB ® Ucnonb3yemeiii 06bem peareHTa C/AULIKOM Man, OH AOMKEH
6biTb yBeauueH. MpomoitTe cucTemy MOIOLUM PaCTBOPOM M
AUCTUNANPOBAHHOW BOAOM.
AHanusatop paboraer, HO o [Iposepbre CKauKu HANPAXKEHUA B CETH NUTAHMUA.
MK-aucnneit BpemeHramm AonyckaeTca AuanasoH U3MEHEHNA HANPAXKEHUA NUTAHNA He
CTaHoBUTCA ONeaHbIM M Ha bonee +/- 10%.
HeM He BUAHBI CUMBOADI ¢ [IposepbTe 4TO pa3Lem NUTaHWA HA Npubope n Buaxe 8
MONYABTOMATUHECKHA —— ———— POSCTRE. .
AHA/M3ATOP Typa He ¢ [iposepbre nogKnioyeHue Kabena K pasbemy Ha 3agHe

Naseny aHaNu3aTopa.

e B cayvae echm pasvem USB-C nospemaeH, Bbi3oBute
CepBMCHOrO MHXeHepa.

¢ [loaxniounte aHaNU3aTop Yepes nHTepHeT U paboraifte
yepes3 csoi NK.
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PykoBozcTso nonb3oBartens AHanusatop nabopatopHblii nonyasToMaTn4eCckKum
BTS-350 ¢ npuHaanexxHoCTAMM

7.PelieHue npo6ieM

NPOBNEMA C CUCTEMOMN

ONUCAHUE NPOBNEMBbI

BEPOATHAR NPUYUHA uau AEACTBUA ANA KOPPEKLIUM

TEMNEPATYPA PEAKLIMU

TemnepaTtypa npOTOMHOW
KIOBETb! BbIXOAWUT 33 Npeaebl
AonycTUMOro guanasoHa £5C
OT 33aHHOTO 3HaYEeHUA

e [lpoBepbTe, 4TO KIOBETa YCTAHOBNEHA B ACPXKaTeNb
NOAHOCTHIO, KOPPEKTHO U HAXOAWUTCA B NPABUALHOM
NONIOXKEHWN.

o OxnaxaeHHbIe peareHTu OMKHbI ObiTh BbigepKaHbl ANA
AOCTMIKEHMA KOMHATHOW Temnepatypsbl nepea
HUCNONb30BaHUEM.

e BoinonHuTe HacTpoiky Temnepatypsl yepe3s menio YTUIUTHI
NyHKT Hacrpo#ka Temneparypol.

e Bbizosute CepBUCHOIO MHXKeHepa.
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PykoBoACTBO nonb3oBartens AHanu3atop nabopaTopHbIA NONyaBTOMATUHECKUIA
BTS-350 ¢ npuHagnexHocTamu

7.Pemenue npob6iem

NPOBAEMA C CUCTEMON ONUCAHMUE NPOB/IEMbI BEPOATHARA NPUMMHA wau AEACTBUR ANA KOPPEKLUM

BCTpOEHHBIN NPUHTEP He ¢ [posepbTe, 4To poAUK Hymarn YCTAaHOBAEH NPasHABHO,

pabotaer CTOPOHA ANA NEYaTH 4OoMKHA ObiTh cBepxy (npubop He Byaer

neyararb, ecau bymara nepesepHyTa).

BCTPOEHHbLIN o [posepbTe, YTO UCNOAL3YETCAR NPABUABHDLINA TN

TEPMONPUHTEP Tepmobymarn.

o [posepbTe cocToAHUE BAOKUpYLOWeEro PpuKcaTopa NnpuHTEpa.
OH aomxeH 6biTb 3aKpbIT.

e Bbisosute CepeuCHOro nHXeHepa.
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PykoBOACTBO nonb3oBarena AHanu3atop nabopaTtopHblil nosiyaBToMaTU4eCKni
BTS-350 ¢ npuHagnexHocTamu

8.AKceccyaphsl H 3anacHble YacTH

PYKOBOACTEO NONL30BATENA AHAAMIATOP NaBOPATOPHbIA nosyasTomaTHuecknil BTS-350 ¢ npunaanemHocamn | Bepona 1.1.1 - CentAOp 2022
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PykoBoacTBO nonb3osarens AHanusarop nabopaTopHbiit NoONyaBTOMaTUYECKUIA
BTS-350 ¢ npuHapnexHocTsiMu

8.AKceccyapsl 4 3anaCHble YaCTH

B cayuae noBpemaeHUA UAM YTEpK, a TaKKe A/IA 3aKYNKN PaCXOAHBIX MATEPUANOB UCNONL3YIATE UCKNIOYUTE/ILHO OPHIMHANbLHDIE
aKceccyapbl MAM pacxogHbie maTepuanbl. A 3TOro CBAXUTECH C Baluum NOCTABIYMKOM K 3aKauTe Heobxogumble akceccyapol
UAK PacxoAHbIE MAaTEPHANLI, YKa3aB COOTBETCTBYIOWMIA KOA,
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PykoBOICTBO NOJb30BaTeNs AHanu3atop /1abopaTopHbIA MoyaBTOMaTUUECKUN
BTS-350 ¢ npMHaanexHoCcTaAMM

8. AKceccyapbl 1 3anacHble YacTu (NoCTaBNAKTCS 0TAENbHO)

8.1 Anda nonb3oBaTtend - 3/IEKTPOHHbI € KOMMNOHEHTHI

AC17439 AC14694 CA10456 CA10455

Apantep nutaHua 12B 3,5A Kabenb nutaHua UK Kabenb nutaHnsa USA Kabenb nutaHua EBpona

B cnyyae noBpexXAeHUs WNu yTepu, a Takxe AN9 3aKynkn pacXxOoAHbIX MaTepuanoB UCNONb3YIATE UCKNHUYNTENBHO OPUTUHANbHbBIE
akceccyapbl MAu pacxofgHble MaTepuansl. 1ns 3T0ro cBAXWUTECH C BallMM nNocTaBUIMKOM M 3aKaXuTe HEOOXOANMbIE akCeccyapbl

WNWN pacxXxofHble MaTepuansl, yka3aB COOTBETCTBYI U Ui KOA.
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PyKoBO/ICTBO No/b30BaTenst AHaM3aTop NabopaTopHblii NOyaBTOMATUYECKNIA

BTS-350 ¢ npmMHan/ieXHOCTAMU

8. AKceccyapbl 1 3anacHble YacTu (He BXOAAT B COCTaB U3aeNnna)

8.2 [nAcepBUCHOrTO MHXeHepa

AC17444 AC17445 AC17446

MpuHTep MepuctanstTUyeckas nomna Mnata LY

AC17451 AC17447 AC17449
Ha6op wryuepos Oncnnei KpblLlLKa oTceka NPOTOYHONA

KOBEThI

%

AC17448

Mnata potomeTpa

O ~

AC17452

Kopnyc chotomeTpa

AC17450

BeHTunatop

B cnyyae noBpexAeHUsa uam ytepu, a takxe A4Nn4 3akynky pacxofHblXx MmaTepuanos VICI'IOJ'IbSyVITe NCKNKHYNTENBHO OPUTUHANTbHbBIE

akceccyapbl unu pacxogHble matepuansl. Ana 37070 CBAXNUTECH C BalW M NOCTaBL,MKOM W 3aKaXmnTe HEO6X0,£I,VIMbIe akceccyapbl

WNKU pPacXxoAHble MaTepuansl, yka3zaB COOTBETCTBYH L NiF KOA.

PykoBofcTBO nonb3oBaTens AHanu3aTop nabopaTopHbliil nonyaBTomaTnyecknii BTS-350 ¢ npuHagnexHoctamu | Bepcua 1.1.1- CeHT6pb 2022
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PykoBOACTBO Monb3oBartesia AHann3aTop 1abopaTopHbIin NMoyaBTOMaTUYECKNIA
BTS-350 ¢ npMHaanexHoCcTaAMU
9. MapaHTUNHbIN CPOK, CPOK CNYXKObl N rapaHTUNHbIE YC/I0BUSA

FapaHTUWHbLIA CPOK NCNONb30BaHMA aHanu3atopa BTS-350- 12 mecsAueB c gaTbl BBOAA B 3KCNayaTaLuio.

Cpok cnyx6bl aHanusatopa - 10 neT c gaTbl NPOM3BOACTBA.

HekoppekTHOe MUCnoNnb3oBaHUe (NajgeHue, HEGPEXHOCTb Npu paboTe, HEKOPPEKTHOE MOAKNIOUYEHUE K INEKTPUUYECKNM CETaM,
HECOOTBETCTBME TpPe6GOBAHWAM K OKpyxXawuleid cpege W MecTy pacnofioXeHWss) U BHYTPEHHAS WHTEepBeHUMS B npubop
HeaBTOPU30BAHHBIM U HEOBGYYEHHbIM TNEPCOHANIOM WAM WUCNONb30BAaHUE HEOPUTNHANbHLIX aKCeccyapoB, PacxofHblX

MaTepuanoB 4 3anacHbIX YacTeil, npekpal alwT eACTBUE rapaHTun.

ATENCION

Ha pacxoAHble MaTepuanbl, Takue, Kak TPybKM nNepuctanbTUYeCKOW MNOMNbI, Ted/NOHOBbIE TPYy6KM, TrapaHTUa He

pacnpocTpaHseTcs.

Mpou3BOAUTENb OPTraHU30BbIBAET 06YUEHNE UHXEHEPOB, AONYLU EHHbIX 0 TapaHTUINHOTO N NOCNerapaHTUIiHOTO 06GCNYXNBAHUS
MeAULNHCKOTO U3JeNNs HAa CBOMX YUeBHO-NPON3BOACTBEHHbIX NaowWaAsx B icnaHuu. lonyck HeaTTeCcTOBaHHbIX COTPYAHUKOB K

o6CNyXuBaHuio npuGopa 3anpelleH u BeaeT K npekpal eHnto rapaHtuu MpoussoguTens.

N3penne MOXeT 06CNYXMBATHCA MHBIMU OpraHM3aLnaMmu, UMEOLW MMM COOTBETCTBYO WY NULEH3NID HAa 06CNYXUBaAHNE
MeOULNHCKUX N3aenunit n 06yyeHHbI# nepcoHan (aTTecToBaHHbIA MpousBoanTeNnem).
79

PykoBoAcTBO nonb3oBatens AHann3atop nabopatopHbliii nonyasTomMmatuyeckuit BTS-350 ¢ npuHagnexHoctamu | Bepensa 1.1.1 - Centabpb 2022

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



PykoBoacTeo nonb3oBatenst AHanusatop naboparopHbiii nonyasTomMaTUiecKuis
BTS-350 ¢ npuHaanexHocraMu

10. TpaucmopTHpOBKaA H XpaHEeHHE

AHaNM3aTop TPaHCNOPTUPYIOT BCEMW BUAAMW TPAHCNOPTa B KPLITHIX TPAHCNOPTHLIX CPEeACTBaX B COOTBETCTBMM C
TpeGosannamu NOCT P 50444-92 u npaBunamu NepeBo3KkU rPy3os, ASHCTBYIOWMMHU Ha KaXKAOM BUAE TPAHCNOPTA.

TemnepaTtypa TpaHCNOPTUPOBKYU W OT0°Cao+40°C

XPAHEeHNA

BAaMHOCTL NPU TPAHCNOPTUPOBKE WU meHee 85% 6e3 KoHgeHcauuu
XPaHEHUU

11. KoHTaKTHBIE aApeca u TeJIePOHbBI

e [pouseogutens: BioSystems S.A. (BMOCUCTEMC C.A), UcnaHua. Aapec npoussogurens: Costa Brava, 30, 08030,
Barcelona, Spain

o [peacrasutenscrso Obwecrea «kBUOCUCTEMC C.A.» Ucnanua: 123100 r. Mockea, KpacHonpecHenckas Hab. 12 od.
1206, Ten. +7(495)792-38-28

¢ YnonHOMO4EHHbI npeactasutens Mpoussoautena: 000 «MA-KorcanTtuur u Pazeutue». 129337 r. Mockea,
fipocnasckoe wocce, A. 6, kopn. 2, o¢. 106. Ten: +7 (495) 792-38-27

PyKxoBoaCTBO NOAb3OBaTENA AHanKIaTOP NabopaTopHbil noayastomatueckmii BTS-350 ¢ npuHagremnoctamn | Bepena 1.1.1 ~ Centabps 2022
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PykoBoACTBO nonb3oeartens AHanuaarop naboparopHbiit nonyasToMaTuyeckni
BTS-350 ¢ npuHagnexHocTamm

12. TexHHYECKHE XapaKTepUMCTHKH

PYKOBOACTEBO NOAL3OBATENA AHANN3ATOP AaBopatopHuil nosyaBToMaTHuecknii BTS-350 ¢ npuHapsestocTamu | Bepcun 1.1.1 — Cenrabpn 2022
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PykoBoACTBO nonb3osatens AHanusarop nabopaTopHbiii NoNyaBTOMaTUYECKHMIA
BTS-350 ¢ npuHagnexHocTamu

CooTsercTayeT TpeboBaHMAM Cheaytolmux 3aKoHOAaTENbHBIX aAupekTus: 98/79/CE Directive on in vitro diagnostic medical

devices.
OonTHvecKan cucTema Cncrema TepmoctaTMpoBaHmnn
Or-0,2p03,5A Or +25 °C ao +37 °C npu TemnepaTtype
HomnHanbMbIA AManasoH Anana3oH Temneparyp KOMHETE! + 25 °C
Kon-80 gnvd BOAH 8 TOYHOCTL Temneparyput 30,5 °C
YcTaHobnaeHHbie AnuHb BoaK 340, 405, 505, 535, 560, 600, 635, 670 CrabuabHocTb Temnepatypbl 10,2 °C 3a 30 MuHyT

LiinpuHa Kama0H AnUHBI BOAHM

1022 um

MorpewHoCTL AMMHL 80NHLI (1)

2 HM

Ludposoe paspeuieHne

Ov0,0001An02,0A

Buiogumoe paspeuiexHne

0,001 A

CrabunbHocTb 6a3080H AMHWK

Menee yem 0,001 A 33 60 muHyT

Tourocrb uamepenrna (1)

CVv<1%wallA
Cv<0,1%Ha2 A

AocrosepHOcT H3mepeHns (1)

$5% Ha 0,1 A
2% nal1,0A
$2%Ha2,0A
5% Ha3,0A

(1} Ann 340, 405 u 505 Hm
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PykoBoacTBo nonb3osatens AHanusaTtop nabopaTtopHblil NonyaBToMaTU4eCKuit
BTS-350 ¢ npuHagnexHocTamu

AcnupaymMoHHan cucrema
AcCnupauMoHKan Tpybxa (aauHa 8015 mm
BHEWHeH YacTu)
MNporounan Kosera MepucranbTHyECKan NOMNa
Anuna ceerosoro nytw  1040,1 mm Twn npusoga  Larossiid moTop
AwameTp caeTosoro nyuka  1,5:0,05 mm HomuHanbHbil notok 1011 mn/mun
O6vem 18+0,01 Mxn Boznpyembiit o6vem 100 mun = S000 min {25%)
Tun crekna Keapy <5% npu 200 MK
Maxpo, noAy-MaKpo, MUKPO NepexpectHbie 3arpasHedna  <3% npu 300 mra
CraHpaprusie Tt <0,7% npu 400 mxa
Kpyrabie npobupkn anameTpom 12 mm
MpobupKu ANA UCCNeA0BAHKA 1 BLICOTON 75 MM Ob6nem emKoCTH ANA OTXOA0B 100010 M
Bpemn BbIXOAA B pabOuMil peum 15 MuHyT
BHUMAHMUE! Nocne npepbiBaHUA CETEBONO NUTAHWA W B CAYHAE HEMCP3BHOCTH
WM nepeboes, BLI3BaHHLIX NPUIHHAMMU MEXAHHYECKOTO XapaKTepa, NOBTOPHLNA
NYCK aHANM3IATOPA BOIMONKEH TOALKO CNEPATOPOM NOCNE YCTPaHEHUA NPUIKH
c6on. Camonpou3BoNbHLIA 3aNYCK AHANMIATOPA HEBOIMOMEH.
LllymoBoe uanyuerme
YposeHb wymosoro nanyMenuas 20,6 146
pexume pabortbt
Yposers wymoBoio naayuenuas 0 a6
PeXUME OUAIHUA

PYKOSOACTBO NOALIOBATENA AHANNIATOP NaGOPATOPHLIA NOAYaBTOMaTHUECKN BTS-350 C npunaanexHocTamu | Bepeus 1.1.1 - Cenvabpn 2022
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PykoBoACTBO nonb3oBaTens AHanusarop nabopaTopHbiii NONyaBTOMaTUYECKUIA
BTS-350 ¢ npuHagnexHocTamu

OcHOBHOK MoayNnb BHewkxuit 6n0K nuTaHUA
UMY H6 4-x anepHbit 64-6uT 1.8y ARM Cortex™— A53 Hanpamenwe OT1008 a0 240 B AC
Namatb M BHyTPeHHUA HakonuTens 1 16 LPDDR3 (pacnpegeneno ¢ GPU) + 8 6 EMMC Flash Yacrota 50/60 'y
Noprti USB 3.0 Apaiteep 2 x USB 3.0 Buixoanoe Hanpsxenue 15+£1% B DC
BcrpoeHnbii cerepoid agantep  10/100M/1000M, Ethernet R4S BoixoaHas momHocTs  3045% Barr
EmxocTe 6a3bi aaHHbIX (pesynbTar)  >1.000.000 pesyabTatos
Paamepol u macca Juepronorpebnexme ot 6a0Ka NUTaAHUA
Pasmepnt (LU x BxT) 1805 mm x 24545 mm x 43815 mm Cpegnee 511% BaTr npM MsMepeHuu
Macca 4290450 r Munuwmanehoe 211% BarT 8 pexume
OMMAIHUA
TpeGoBaHMA K OKPYIKAIOULeH cpege
Ucnonb3oBaHue TOALKO BHYTPW NOMERLIEHHWA MaKCHMANLHO AONYCTHMANA BAAKHOCTL  85%
Bmicota <2000 m Kareropwa anexTponuTanua (kaTeropus anexTpuveckon Harpysku)
Temnepatypa okpyaouei cpegu 10 C°-35 C° CreneHb 3arpasHeHns 2

MunumanbHble Tpebosanun K MK npu nogkaoueHun K

aHanu3aTopy
OnepaumnonHas cucrema | Windows 7 64 bit (x64) w Hosee
MNpoueccop | FxsupaneHTHLIK IntelCore i3 @3.10

Y wAM Bbilte
OnepatneHas namatb | 4 M6

WecTknwid auck | 40 16 nan Gonee

Mpusoa DVD | fia

VGA moHnTop | MuHHmanbHoe paspewweqve 1024 x
768
Nopt coepaurenna | USB 3.0
Cerepoii apantep | 10/100M/1000M, Ethernet RI45

PyxOBOACTBO NOAb30BaTENA AHa/M3aTOP NabopaTOpHLIA NoAyasTOMaTUYECKHA BTS-350 ¢ npunapnentocTamu | Bepoua 1.1.1 — Cewmmbps 2022
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PykoBOZCTBO nonb3oBarens AHanu3atop nabopaTopHbliA NoNyaBTOMAaTU4ECKUA
BTS-350 ¢ npuHagne)XXHoCTAMM

13. Yrunusanusa npubopa
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PykoBoacTBo nonb3oBartenst Ananusatop nabopaTopHbiit NONyaBTOMaTUYECKWIA
BTS-350 ¢ npuHaanexHocTsimu

No okonuaHuu cpoxa caywbel npubopa ero yruamsauus aomiHa 6biTb nposeaeHa B cootsetcTenn ¢ FOCT 30772-2001 e
3aBUCMMOCTU OT BO30OHOBNAEMOCTH KOMNOHEHTOB NPUBOpPa 1 OT BO3IMOMXKHOCTM/HEBO3MOXHOCTH BTOPUYHOI NepepaboTki.
Ana cTpaH uneHos EC — gonHa npumeHaToca aupektiea WEEE ana yruamnsauum aneKTpuyecKuxX U 3NeKTPOHHbIX YCTPOMCTS.
Apyrumu cnosamu, N0 OKOHUaHKIO CPpoKa cNywbbl npubopa, oH gomkeH 6biTb YTMAM3MPOBAH OTAE/NBHO OT BBITOBLIX OTXOA0B
ANA NpaBunbHOK NepepaboTku U yTansauuu. na 3Toro CBAXKKUTECH C NPeACTAaBUTENEM KOMNAHUK NPOU3BOAUTENA, YTOONI
OpraHW308aTb NPaBUAbHbIA NPOLECC YTHAW3AUMW.

Bcerga ucnonw3yiite nepyatkm npw pabote ¢ maTepuanamm, KOTOpbie KOHTAKTUPOBaAAU ¢ GUOAOTUYECKUMU MaTEPUaNamK:
HAaKOHEYHUKM, eMKOCTU, NPOGUPKM U T.A.

YTuaunsauma AaHHbLIX MaTEPHANOB AONKHA BbINOAHATLCA B COOTBETCTBUM ¢ CaHlMuH 2.1.7.2790-10 8 OTHOWEHUU SHONOrUHECKUX
OTXOA0B Knacca b.

PyKoB0ACTBO N0AL30BaTEN AHanK3aTOp naGopatophbiil nosyasTomarHuecknii BTS-350 ¢ npuHaaaenocTAMK | Bepeun 1.1.1 - Centabpe 2022
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PykoBoACTBO nonb3oBarens AHanu3aTop nabopaTopHblit NoNyaBTOMaTUYECKWA
BTS-350 ¢ npuHagnexHocTamm

14. llIoCcTMapKeTHHIOBbIH KOHTPOJIb
B paMKaX KOHTPOJIAA MeAMIUHCKHX u3Aeaui aasa IVD

PyxOBOACTSO NOALIOBATEN: AHANU3ATOP NabBopaTopHbii NoAyaBTOMaTHUECKMM BTS-350 ¢ npuHagaemwocTamy | Bepema 1.1.1 ~ Centabpey 2022
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PykoBoacTBo nonb3oBartensa AHanusarTop naboparopHbivi nonyaBToMaTUHECKWM
BTS-350 ¢ npuHagnexHoctamu

Monb3oBaTenn A0MNKHBI AOKYMEHTaNbHO 0GopmUTD Aiobble npobaembl ¢ aHaNM3aTOPOM ¥ NPOrpaMMHbIM obecnieueHuem,
MCNONbL3YA CBEACHUA U3 NABOPATOPHLIX PErCTPALMOHHBIX XXYPHANOB UM KYPHA/IOB PErMCTPaUMM UCCAEA0BAHNN U
MHBEHTaPHbIX ONUCEN, B YACTHOCTH TaKME KaK KOA, (KOAbI) BOBAEYEHHBIX U3aenniA, Homep (Homepa) NapTuit, CpoK (CPOKK)
FOAHOCTH, BOB/IEYEHHBIE NapTUX PeareHTos, AaHHbIE O BOBNEYEHHDIX NONb30BATENAX, O NPUMEHAEMOM NPOTPaMMHOM
obecneuennu, BKAIOYaA nabopaTopHbie MHGOPMAUNOHHBIE CUCTEMDI, @ TAKKE BCe NPeANpUHATLIE AelicTeua. Ona
uanlocTpaumn npobnemol cneayer choTorpadpnposaTb MeaUUMHCKME U3ALCANA U (WNK) PpeareHTbl, NPUYACTHBIe K
BO3HWKHOBEHMIO TEX AN UHbIX HEOGnaroNPUATHBIX cobbITUiA. Monb30BaTEAU AOMKHBI COXPAHUTL NO KpaliHei mepe 1-2 Takux
Habopa pearenTos, obecneuyns Hagnexalme YCAOBUA XpaHeHUs, YTOGbI UCNONBL3OBATL WX NO3XKE Kak apxuBHbie 06pasupl
peareHToB ANA NPOBEACHUA UCNIbITAHKUA, €CAK NoTpebyeTca.

AokymeHTUpoBaHUe U npoeepka (BepuduKaumna) BO3MOXKHbBIX Manod NpoBOAUTCA KOHEYHbIM NONL3OBaTENEM BO
B3aMMOAEUCTBUM C OTBETCTBEHHbIM COTPYAHUKOM AaHHOM nabopaTtopui. Nonb3oBaTeNu A0MKHBI NPOBECTH NPeABaPUTEAbHOE
paccnef,0BaHKE C LUENbIO BbIAB/IEHUA XaNob, CBA3AHHbBIX UCKNIOYUTENIBHO C OLINOKON NPUMEHEHHUA UAW HEHOPMA/IbHOM
aKCIAyaTauueit uspenusn, a He ¢ camum IVD. NMopobHbie ownbKu MoryT GbiTb UCNPaBAEHbI HENOCPEACTBEHHO Ha Gase
yupexaexus, rae nposoaurca nabopatopHoe uccnenosaHue, 6e3 Heo6xoaUMMOCTH AONONHUTENBHOTO BMELIATENbCTBA €O
CTOPOHBI NPOU3BOAUTENA.

BbiBaeT AOCTATOMHO CNOXKHO ONPEAEANTD, YTO e ABUAOCH NPUMUHON BOSHWKHOBEHWA HeBNaroNPUATHOIO cobbITMA —
npobnema c camum IVD nam ownbka, coseplueHHan NONbL3OBaTENEM WK TPETLEH CTOPOHOM!. MoaTomy crepyer
PYKOBOACTBOBaTLCA 06UMM NPUHLMAOM CKOpee coobLaTh, Yem He coob1aTb O Npon3oWeAWHUX COBLITUAX NPOU3BOAUTENIO, 3
NPM HA/IMUMKU OCHOBAHWH, NO3BOARIOILMX NPEATIONAraTb BOSHUKHOBEHUE CEPLE3HDIX U YMEPEHHO 3HaYUMbIX HE6IATONPUATHBIX
cOBBITMIA — HALMOHANLHOMY PEruCTPUPYIOLIEMY OPFraHy U RPOU3BOAUTENIO.
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PykoBoACTBO nonb3oBatensi AHanu3aTtop nabopartopHblil NONyaBTOMaTU4ECKUA
BTS-350 ¢ npuHagneXxHocTamm

NpeasapuTenbHoe paccnesosaHue N AOKYMEHTUPOBaHKe Npob/ieMbl AatOT BO3MOXKHOCTb cobpate 6onee noapobhyio
uH$popmaumio 06 06cToATeNbCTBAX, CBA3AHHBIX C NOABAGHMEM Kanobbt, U NO3BONAIOT NpoussoauTenio nposectu bonee
TuatenbHoe cobcTeeHHOe paccaeaoBaHue.

Hanobbl oTHOCUTENLHO PaboTLl aHANKU3ATOPa U NPOrPaMMHOTO obecneyeHna K HeMy A0MKHBI COBMPaTLCA YNOAHOMOUYEHHBIM
npeacTaBuTenem NPOU3BOANTENA Yepes CeTb AUCTPUOLIOTOPOB U OPULMANbHBIX OPraHU3aLIMiA, UMEIOLLUX NPaBO Ha
obcnyuBarue (rapaHTHiiHOE U NOCTTaPaHTURHOE) MEAULIMHCKOTO U3AENUA.

Hanobu ¥ MHPOPMaLMA HANPABAAIOTCA NONL3OBATENAMM B NPOU3BONLHOW dpopme. OAHAKO BCEraa B TaKOK AOKYMEHTaLUK
ACMKHA 6bITb UHGOPMALMA O CEPUIAHOM HOMEpPE aHANN3ATOPa, HoOMepe NAPTUU MCNONBL3YEMbIX peareHToB, BepcuUn
nporpammHoro obecnedveHua.
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PykoBoACTBO nonb3oBaTens AHanusaTtop nabopartopHblii NONyaBTOMaTMUYECKNiA
BTS-350 ¢ npuHagnexHocTamu

15. Bepcus pykoBOACTBa
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PykoBoACTBO nonb3oBatens AHanusarop nabopaTtopHblil nonyaBToMaTU4eCcKum
BTS-350 ¢ npuHagneXxHOCTAMM

Bepcun pyxosoacrea Bepcua NO Jarta sbinycKa UsmeHenwnn
1.0 1.0 Maprt 2010 Mepsan sepcun
1.1 1.0 Maii 2021 M3meHeHb! HARIoCTPaL UK — go:u;u.;ua NPOTOYHOMU KIOBETbI — CTP.

MpuseneHne PykoBoACTBa B COOTBETCTBME ¢ TPEGOBaHWUAMK
KOHTPOAUPYIOWMNX OPraHOB K TeXHUUECKOW W IKCNAYaTaUUOHHOM
AoxymeHTaumuu B Poccmifickoit deaepaumn B CBA3KU €

111 1.0 CeHtabpb 2022  uU3MEHEHWeM BHELLHEro Au3aiHa aHaU3aTopa n 3amMeHoN
ycTapeBuwero uHtepdeiica RS-232 na unrepdeitc USB 3.0, He
NOBAMABLIUX Ha H3MEHEHUA KayecTea, HesonacHocTH U
3 PEKTUBHOCTH MEANUUHCKOTO U3AEANA
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PykoBoacTBo nonb3osarensa AHanusaTtop nabopaTtopHbiil NoNnyaBTOMaTUYECKUIA
BTS-350 ¢ npuHagnexHocTamu

16. [Ipamensiemsie lIpousBoaguTE/IEeM CTAHAAPTHI H TPe6OBaHUA

16.1. Cucrema Ka4yeCTBa MPOH3BOACTBA H KOHTPOJIA yIpaBAeHHEM
- 1SO 9001:2015 — Cuctembl MeHegKMEHTa KauecTBa. TpeboBaHua.
- EN I1SO 13485:2016 — Cucrema ynpasaeHuA KauecTBOM NPOU3BOACTBA MEAULIMHCKUX U3JeNnid.
16.2 lpumensemsie [IpOH3SBOAMTE/IEM CTAHAAPTHI M TPEGOBAHNA
fOCT 20790-93 «Npubopsi, annapatsl u o6opyaosaHne meauumHckne. Obume TexHHYECKHue YyCAoBua»

fOCT IEC 61010-1-2014 «be30nacHOCTb INEKTPHUYECKUX KOHTPONBHO-UIMEpPUTEAbHDIX Npubopos u fabopaTtopHoro
obopyaosaHua»

fOCT IEC 61010-2-010-2013 be30nNacHOCTb INEKTPUHECKNX KOHTPOALHO-U3MEPUTENbHLIX Npubopos u nabopaTopHoro
obopyaosanma. Yacrb 2-010. YactHbie Tpebosanua k nabopatopHomy 060PYAOBAHKIO ANA HArpeBaHWA MaTepuanos

rOCT IEC 61010-2-051-2014 be3onacHOCTb INEKTPUMECKUX KOHTPONBHO-N3MEpPUTeNbHLIX Npubopos u nabopaTopHoro

obopyaosanua. Yactb 2-051. YactHble TpebosaHnA K nabopaTopHomy 060pyA0BaHUMIO ANAA NepemelMBaHNA 1 B36anTHIBaHKA

FOCT IEC 61010-2-081-2013 «be3onacHOCTb 3/1EKTPUYECKUX KOHTPOABHO-U3MEpUTENbHBIX Npubopoe u nabopatopHoro
obopygosanun. Yactb 2-081. YactHbie TpeboBaHUA K ABTOMATUYECKOMY W NOAYaBTOMaTHYeCKOMY nabopatopHomy
060pyA0BaHUIO ANA NPOBEACHMA aHA/IM30B M APYIUX LeAeiH»
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PykoBoAcTBO nonb3oBartens AHanu3artop.nabopaTtopHbiii NonyaBTOMaTUHECKUA
BTS-350 ¢ npuHagneXxHocTaMu

rOCT IEC 61010-2-101-2013 «Be30nacHOCTb INEKTPUUECKUX KOHTPOALHO-U3MEPUTEALHBIX NPUBOPOB U nabopaTopHOro
obopyposanma. Yactb 2-101. YacTHbie TpeboBaHMA K MeAUUMHCKOMY 060pyAOBaHMIO AnA NabopaTopHoii auarHocTiu {(IVD)»

rOCT P UCO 18113-1-2015 «MeauULMHCKUE U34NUA SAA AUATHOCTHKYM in vitro. Unpopmauma, npesocrasnaeman
usrovosurenem (Mapkuposka). Yacto 1. Tepmutbl, onpeaeneHun n obume TpebosaHnA»

fOCT P UCO 18113-3-2015 «MeauLMHCKUE U3ANKA AAAR AUATHOCTHKM in vitro. UHpopmauma, npeaocTaBnaeman
usrotosutenem (Mapkuposka). Yacto 3. UHCTpyMeHTbl AN AUArHOCTUKMY in vitro a4nA NpodeccoHaNbHOIo NPUMEHEHUAY

fOCT P UCO/M3K 9126-93 «UndopmaumoHHan TexHonorus (UT). OueHKa nporpammHON NpoayKuUmn. XapaKTepucTMKm
KauecTBa U PyKOBOACTBA NO UX NPUMEHEHHION

fOCT P M3K 62304-2013 «U3nenna meguumnHckue. MNporpammuoe obecneuerue. Mpouecchl MU3HEHHOMO LKNa»
FOCT P UCO/M3K 12119-2000 UHPopmaumoHHan TexHonorua. Naketol nporpamm. TpebosaHuA K KauecTsy U TeCTUPOBaHUE.

TOCT P UCO 15223-1-2020 «N3penna meguumHCcKue. CUMBOALI, NPUMEHAEMbIE NPU MaPKUPOBAHWW HA MEAULIMHCKNX
M3AeNMAX, STUKETKAX M B CONPOBOANTENbHON A0KYMeHTauum. Yactb 1. OcHoBHbie TpeboBaHua»

93
PyK080ACTBO NOMLIOBATENA AHANM3ATOP AABOPaTOPHLIH NOoAYyaBTOMaTHYEcKwi BTS-350 c npunaanewHocTamu | Bepcun 1.1.1 - Cenabpe 2022

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



PykoBoacTBo nonb3oBatens AHanusarop nabopaTopHblid NoslyaBTOMaTUHECKUM
BTS-350 ¢ npuHagnexXxHocTaMu

17. KonTaKkTHas HHpopManus

u BioSystems S.A.

MpeacTasuTE/NILCTBO KOMNAHMM
BioSystems S.A. {(UcnaHua) 8 Poccun

123100, r. Mockea, KpacHonpecHeHckan HabepexHan A.12,
oduc 1206

www.biosystems-sa.ru

YnonHomoueHHbIi NpeacraBuTenb NPoMSBoAUTENA
B Poccuiickol Peaepaumn:

000 «MA-Koncantuur u Paasutue»

1219337 r. MockBa, fipocnasckoe wocce, A. 6 kopn 2 o¢. 106
TenedoH: 8 (495) 792-38-28

3neKTpOHHaA nouTa: consulting@alphasp.ru

PeructpaumoHHoe yaocrosepenue Ne ©C3 2010/07349 ot 20.07.2010 r.
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Baask U9 coBepIIeHHNA HOTAPDHAIbLHBLIX AclicTBHit

/Cnoran:/
/M mann: FZ8861026 &
02/2021 Tocyoapcmeennas [Mevamy: HOTAPHAJIBHAA S
{HImann: 2epbosan mapxa, KOHTOPA AHTOHHO %
TEPBOBBIH 3HAK/ 0,15 Eepo/ POCCEJUIO MECTPE * -
BAPCEJIOHA * HET HHYETO )
HEBEPHOI'O/ =
(]
2
@ =
=
%
N
3
<
/Teyams: BaoCucTenc §
Kocra Bpaga, 30, 08030 g
HHH:A08678823/
/noonucw/ g
3
. {examy: BaoCacreme a
Kocra Bpasa, 30, 08030 Bapoenosa E
HHH:A08678823/
BUOCUCTEMC C.A. Otgen HOPMATHBHO-NPABOBOIO
Kocra Bpasa, 30 perympoBanHs
08030 BAPCEJIOHA BUOCUCTEMC C.A.
Ten. +34 933 11 00 00 Llopez@biosystems.
Bapcenona, 07 Mapra, 2023
Kocra Bpasa, 30
08030 Bapcenona (Mcnamus)

Ten. +34 933 110 000
www.biosystems.global
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3ABEPEHHA KOITUAL. - AHTOHHO-POCCEJUIO MECTPE, Horapuyc Tlanars:
Karanounu, Mecro npoxuBanus — Bapcenona,

YAOCTOBEPAIO, wro HAacToAmAs 3aBCPEHHAd KONMMA — KCEPOKOMAA - MOMHOCTHIO
COOTBETCTBYET NPEJOCTARIICHHOMY MHE OPHTHHANBHOMY JOKYMeHTY. M mna mporokona £
NOANHMCAT ITOT AOKYMEHT.

BapcenoRa, mecTHaAnaToe MapTa ABE THICATH ABAIUATH TPETHErO rofia.

B cnpaBognnke nox HomMepoM: 326/2023 sToporo pazgena
/U Imamn: Tleqats QA 3apepeHus M JICTANTH3AlMH JOKYMEHTOB. /
HOTAPHANBHOE 3ACBUAETEJIbLCTBOBAHHE
fMesamy: EBPOTTA * HOTAPHAJIBHAS KOHTOPA * HET HUYEIO HEBEPHOI'O* I'EHEPAJILHBIH
COBET HOTAPHATA HCITAHAHU
0272230645/
. Inoonuce/

{Texams; HOTAPHAJIBHA AL KOHTOPA AHTOHHO POCCEJNJIO MECTPE * BAPCEJIOHA * HET
HAYENO HEBEPHOI'O/ '
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[Tevams: BioCacrenme
Kocra Bpesa, 30, 08030 Bapoenom
HHH:A08678823/

BUOCUCTEMC C.A.

Kocra Bpasa, 30
08030 BAPCEJIOHA

Ten. +34 933 11 00 00

[Tevamy: BaoCucteme
Kocta Bpasa, 30, 08030 Bapoenoia
HHH:AQ08678823/
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Mepesog aaH/LLLO TeKCcTa BbINO/IHEH MEPeBOAYMKOM KO T 1sapoBbiM AHTOHOM VropeBnyem™

Poccuiickaa degepaums
["opog Mocksa
LLlecToro anpens fiBe ThiCAYM ABafLATb TPETLErO roga
A, Kopcuk Bnagummnp KoHCTaHTWHOBKY, HOTapuyc ropoaa MockBbl, CBUAETENLCTBYIO NOAMMHHOCTb
rnoAnucu nepesofurka, Kornaposa AHTOHa Vropesnya.
Moznuck caenaHa B MOEM NPUCY TCTBUN.
JInyHoCTb NoAnucasLLIEero ALLeL T LW/ inaHoBeHa.

3aperucTpuposaHo
YnnayeHo 3a cosep ryvansHaro3*Tsus: 400py6. 6ukon.
B. K Kopcuk
Bcero npoLuHypoBaHo, npoHyMepoBaHo™
W CKPEen/eHo neyaTbio nLL10VoB)

HoTapuyc
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