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Preface
We thank you for buying the Automated bacteriological system LABSTAR

LABSTAR 50 provides the rapid growth of microorganisms and is
designated for the clinical culture and detection of the pathogens in the blood and
other aseptic body fluids. The system allows quickly and accurately detecting the
pathogenic microorganisms in the blood of the patients with septicemia,
bacteremia, etc. Besides, this device can also be used to detect the pathogenic
microorganisms in the body cavities that are usually without bacteria (such as
thoracic cavity, abdominal cavity, articular cavity, pericardial cavity and
cerebrospinal cavity, etc.), that allows making the clinical diagnosis quickly and
prescribing the effective treatment regimen.

This service manual contains the information necessary for the device
operation and maintenance. The user should carefully follow the instructions
described in the manual. It will allow extending the device service lifetime.

System delivery package includes the power-supply cord providing the safe
operation and good ground of the device. Take care to ensure that the power-
supply cord is directly connected to the triphase electrical outlet with the good
ground. This ensures the device safe operation.

The System is recommended to be used in the laboratory that meets the
requirements of Level-2 bio-safety laboratory. During the device operation, it is
necessary to take the bio-safety controls. Used bottles must be sterilized by
autoclaving or disinfected using other methods established by local regulations
before disposal.

The System does not have the any parts that the user can replace on site. Do
not disassemble the device body without any professional help.

Before starting the device operation, it is recommended to carefully read this
manual. In case of any problems take place during the device operation or if you
need the technical consultation, please address the manufacturer’s authorized
official in the Russian Federation directly.

The instrument will be presented under KOHOH3.® trademark on the Russian

market.
The product information:
Production license No.: L.S.Y.J.X.S.C.X. No. 20110052
Manufacture date: Please, check out the label.
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Product standard code: YZB/ LU 0278-2012 dated February 01, 2014.
The manual initial issue date: February 01, 2014

Revision date: December 01, 2014

The manual revision for the registration in Russian Federation:

V.2 dated September 12, 2019.

Scenker Biological Technology Co., Ltd.
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1 Medical device data
1.1 Medical device name

Automated bacteriological system HOHOH3.® LABSTAR 50 with the

accessories (hereinafter referred to as System).

1.2 Information about the Medical device manufacturer

SCENKER Biological Technology Co., Etd., East End of Weier Road,
Fenghuang Industrial Park, Eiaocheng, Shandong Province, China, 252000,
tel. (86) 800-860-8018

1.3 Information about the Medical device manufacturer authorized official
Concerning the quality and service of the Medical device “Automated

bacteriological system HKOHOHa® EABSTAR, design versions: FHOHOHa®

EABSTAR 50, OHOHa® EABSTAR 100 with the accessories”, manufactured by

SCENKER Biological Technology Co., Etd., China, please eontact the
manufacturer’s authorized official in Russian Eederation:

Triopromtrade, EEC,

The Russian Eederation, 620028, the Sverdlovsk Region, Yekaterinburg, 28,
Kirova St./43, Toledova St., Phone: +7 (343) 270-75-00, Pax: +7 (343) 246-91-56.

E-mail: info.triopromtrade@mail.ru

2 Operation and description
2.1 Medical device overview

2.1.1 Medical device designation specified by manufacturer
System is designated for the clinical culture and detection of the pathogens
in the blood and other aseptic body fluids by the fluorescent method.

2.1.2 Scope of use and potential customers of the medical device
It is used in the medical and clinic diagnostic centers. The users are the
qualified health care professionals engaged in the microbiological studies.

2.1.3 Indications for use

Only for in vitro diagnostics. The system allows quickly and accurately
detecting the pathogenic microorganisms in the blood and other body fluids of the
patients with septicemia and bacteremia, using the special culture bottles produced
by SCENKER Biological Technology Co., Etd.:
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. Culture Medium Bottles KOHOHa® for aerobe cultivation (color of

label and removable cover is red, designation*) - a standard culture medium
bottles designed for adult patients not treated with antibiotics, the volume of the
biological sample is from 5 ml to 10 ml;

. Antibiotic-neutralized Culture Medium Bottles KOHOHa® for aerobe

cultivation (color of label and a removable cover is blue, designation *), culture
medium bottles designed for adult patients treated with antibiotics, the volume of
the biological sample is from 5 ml to 10 ml;

. Antibiotic-neutralized Culture Medium Bottles HFHOHOHa® for

anaerobe cultivation (color of label and removable cover is cadmium orange,
designation ), culture medium bottles designed for adult patients treated with
antibiotics, the volume of the biological sample is from 2 ml to 10 ml;

. Antibiotic-neutralized Culture Medium Bottles KOHOHa® for aerobe

cultivation for children (the color of the label and removable cover is pink,
designation ), culture medium bottles designed for children, the volume of the
biological sample is from 2 ml to 10 ml.

2.1.4 Contra indications:
Never use System with other manufacturers’ culture bottles.
Never use System for the purposes not allowed by the manufacturer.

2.1.5 Precautions

System initial installation must be carried out by the specialist assigned by
the manufacturer’s authorized official in the Russian Federation for this purpose.

Before commencing the work with System, it is necessary to read the
Service Manual to provide the equipment safe and efficient operation.

2.1.6 Risk class and applicable classification rules

The potential risk class of the medical device application according to the
nomenclature classification of the medical devices is 2a (article 9.6 of the Order of
the Minister of Healthcare of the Russian Federation as of 06/06/2012. No. 4n).

According to the Directive “On medical devices” issued by Chinese Medical
Devices and Pharmaceuticals Control Department in 2002, the device is classified
as “clinical facilities for testing and analysis 6840 and belongs to the second class
of the medical devices.

2.2 Technical details, parameters and characteristics of the medical device
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2.2.1 Description

This System is the automated system for continuous culture and analysis.
The incubation of the culture bottles with their simultaneous shaking to stimulate
the growth and monitoring the fluorescence change takes place in the main module
of System without the personnel intervention.

The fluorescent method for microorganism detection is used in System.
There is an optic sensitive element (polymer sensor) within the bottoms of the
culture bottles which starts glowing as affected by the products of the bacteria
metabolism, and also, the luminous intensity increases with the increase of the
bacteria quantity. The system determines the microorganism growth depending on
the nature of the luminance change.

The System allows quickly and accurately detecting the pathogenic
microorganisms in the blood of the patients with septicemia, bacteremia, etc.
Besides, this medical device can also be used to detect the pathogenic
microorganisms in the body cavities that are usually without bacteria (such as
thoracic cavity, abdominal cavity, articular cavity, pericardial cavity and
cerebrospinal cavity, etc.), allowing making the clinical diagnosis quickly and
prescribing the effective treatment regimen.

The Systems are designed for operation only with the special culture bottles
containing the reagents necessary for the microorganism detection in the sample.

Each 10 minutes the system processes the signal received from the sensors.
When detecting the positive samples, the visual notification system on the monitor
is activated. More than 90% of the positive samples are deteeted within 24 hours.

In case no growth during the maximum fixed culture time, the system
provides the negative result by the visual alert. After that the eulture bottles can be
removed from the device.

As the system operates with each culture bottle separately, the new samples
determination can start in any moment.

There is a Barcode scanner for the convenience in operation.

The system has the following functions:

* The help function in case of the eulture bottle incorreet installation.

» The automatic detection and calibration of the detected culture bottle

position, and automatic quality control.

» System computer interface allows displaying the graphic information

about the culture bottles position in the system under the condition of

incubation.
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The provision is made for preparing the data reports on the testing at any
time.
The system is adjustable and reliable in operation.

2.2.2 Medical device components, versions list

System HOHOHA.® LABSTAR 50 consists of (fig.l):

Main module;

Main module power cord;

Computer with the preinstalled software;
Data cable;

Computer power cord.

Barcode scanner (if necessary).

2.2.3 List of accessories
The accessories provided for System operation:

. Monitor with the power cord;
. Keyboard,;

. Mouse pointing control,

. Signal wire;

iuu ""

Fig. 1 - Automated bacteriological system FOHOHE® LABSTAR 50 with the accessories

I - Main module, 2 - Computer, 3 - Monitor, 4 - Keyboard, 5- Mouse, 6 - Barcode scanner,

7- Power indicator, 8 —Temperature indicator, 9 - Software
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2.2.4 General description of the main functional units, parts, body,
functionality

2.2.4.1 Main module

System main module consists of:

* Revolute systems with the Positions for the bottles,

» Electric drive,

» Photoelectrical detection system,

» Temperature control system,

» Main control PWB.

LABSTAR 50 has the construction of the rotary turntable. The operation
cycle (scan mode) of System occurs every 10 minutes. The analytical unit of the
system computer creates the growth curve based on the measurement data, and its
form allows making the conclusion of the presence or the absence of the
pathogenic microorganisms in this sample.

Fig.2 - LABSTAR 50 System rotary turntable

The rotary turntable is the round flat surface with the diameter of 460+£Imm
and the thickness of 80xImm. The flat surface has the holes - the positions to hold
the bottles. The hole diameter is 36.5(+0.1-0.3) mm.

The holes for the bottles on LABSTAR 50 rotary turntable are divided into
three round sections: inner (A), medium (B) and outer (C). The holding capacity is
50 bottles. The positions are numbered from 1to 50: AOI-AIO, B01-B17, COlI-
C23. The positions are related to three sets of the highly sensitive fluorescent
sensors.
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Fig.3 -LABSTAR 50 main screen. Growth cun’e

The electric drive is the controlled EMS designed for the conversion of
electrical energy into mechanical and vice versa, and the management of this
process.

Fig. 4 - Gear-motor drive
The system consists of the gear-motor drive - the unit combining the
functions of the reducing gear and the electric motor. The combined type five-
phase step motor, with the AK-GB series reduction gear manufactured by Autonics
Corporation, Korea, is used as the electric motor.
The drive is designed for the control of the step motor. The system uses the
MD5-HF14 drive manufactured by Autonics Corporation, Korea.

Fig. 5 - The drive
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In its turn, the drive receives the commands from the higher class controlling
systems - PMC series controller manufactured by Autonics Corporation, Korea

The photoelectrical detection system is the detector block consisting of the
sensor suite.

Fig. 6 - Photoelectrical detection system

The sensor consists of 4 generating tubes and 1 receiving photo element.
Four symmetrically located red LEDs are used as the source. The photoelectric
element is well centered towards the reference axes of four generating tubes. That
provides more proportional light transmission. The light reflected from the bottle
bottom, goes to the light cell receiver, where the optical signals are converted into
the electrical signals. Conversely, these signals go through the units of amplifier
and conversion of the analog signal into the discrete signal. The discrete signals are
processed in the analytical unit of the system computer. The detector wave-length
is; 630-650nm.

Fig. 7- The detection principle with the system usage
F transmitting tube, 2- polymeric sensor, 3-hottle with the medium,

4-reflected light, 5- receiving tube.

The temperature control system is the system that provides the fixed
temperature inside of System required for the correct culture. The system consists
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of the heater, cooling fan, temperature detector and regulator device. The
temperature detector transmits the value of the current temperature to the
‘regulating device generating the control action based on the received information.
Then the signal passes to the regulating device. Its task is to perform the functions
to maintain the fixed temperature at the necessary level. In case the culture
temperature falls outside the scope of the acceptable range, the signal is addressed
to the controllers of the main control PWB controllers.

The main control PWB is the board that has the power check panel and the

signal reception controllers.

Fig. 8-Main control PWB

Photodetector data Step motor

Initial point *photo sensors

Drive

Temperature sensor

Fan heater
Power unit 1
Relav switch
Door opening sensor
Door electromegretiic lock Relay switch
Coolinc fan

Fig. 9 - LABSTAR 50 System processfunctional diagram

2.2A.2 Main module power cord
The power cord is designed for the main module power connection.

It has the following technical features:
Chinese Standard; CPCS-CCC
Model: PSB-10/ST3
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Type 1connector, 3 flat contacts.
Load-carrying capability: 10A/250B

Length, min.: 1 m

Fig. 10 - Main module power cord

2.2.4.3 The computer with the preinstalled software.
a. The computer has the following characteristics listed in Table 1

Technical characteristics

Operating system (OS)
OS license number
Processor type

Number of cores
Maximum clock frequency
Memory cache

Socket

Type

Volume

Maximum RAM
Frequency

Hard disk (HDD)
Graphics card

Audio

Power adapter capacity
Type/Quantity

Disc drive type
Software
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LABSTAR 50

Microsoft Windows Professional 10
68536413
Intel'™ Celeron'™ G 1840
2
2.8 GHz
2 Mb
LGA 1150
DDR3
2.00 Gb
4 Gb
1,333 MHz
500 Gb
Intel GMA HD 4000
Integrated
AC220-240V >200W

USB 2.0 type A/4,
USB 3.0 type All-WO/1, PS/2/2, RS232, RJ45, VGA

DVD
Preinstalled, LABSTAR 50, version 2.0,



Copyright certificate of registration No. RZDZ
0251777
Overall dimension, mm 155x400x370
b. Software
The preinstalled PC software is the integral part of System and it works only
together with all its parts. The software has the criteria that determine the signal
processing when the strength of the fluorescence increases during the culture. The
changes can be observed using the growth curve displayed on the monitor for each
loaded position. The monitor also displays the information about the system status:
temperature, time before the next testing, the total number of loaded bottles and
culture data.
The physical and computer ability characteristics of the software are listed in

Table 2
Software characteristics

Name

Version

Platform
Operating system

Software programming language

Software data transmission communication interface
Software data computing communication interface
Software data storage communication interface
Software response at full load, s, max

Accident recovery time (complete software failure due
to a technical or operational accident), h, max
Processing speed. Mbit /s

Recovery time, if virus programs are detected, h, max
Performance, Gb/s, min

Search time at full load, s, max

Interfaced systems

Protection means

Safety class
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LABSTAR 50
LABSTAR 50

V2.0

InteP Celeron*” G1840
Microsoft Windows
Professional 10
Delphi
RS-232
Automatic

100

2

15

1
Ethemet(TCP/IP)
Software account
P “Minor injuries are
possible”



Fig.11 -LABSTAR 50 screen with the system information

The monitor screen always displays the main interface:

Fig. 12 - LABSTAR 50 Main computer interface
1-Bottles position, 2- controlpanel, 3- growth cun’e,

4- system information

(1) - The position of the bottles on the turntable is always displayed, the empty
positions have the white color, the loaded positions are yellow, the positive bottle
positions are red and the negative bottle positions are green. The error positions are
blue.

(2) - The control panel located in the screen footer consists of two buttons:

Open For the main module door release
Install the bottle For loading the bottles. The button is inactive when
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i the door is closed.

Take out the bottle For unloading the bottles. The button is inactive when
the door is closed.

Data For patient data input and request with the growth
curve.

System setting For obtaining the system information.

Close For closing the program.

(3) - When passing the mouse to the loaded position, the diagram displays the
growth curve. The data readout takes place each 10 minutes. The form of the curve
reflects the presence or the absence of the microorganism growth in the loaded
bottles.

By default, the range of Y-axis is 700-4,000, the range of X-axis is 0 - the
maximum time of cultivating this bottles in terms of the days. If the bottle is
defined as the positive one, the chart shows the “alarming point” - the detection
point and the cultivating time before the bottle positive definition. The scale of X
and Y axes can be changed using the right mouse button. The date and time of the
bottle installation and the date and time of alerting are pointed out under the
growth curve.

(4) - System information:

» Temperature - culture/incubation temperature;

o State of the system: “normal” at the normal temperature, “cooling” - if the
temperature is over the limit, “heating” - if the temperature is below normal,

* Next testing - time before the next scanning/data readout;

» Operational state: “incubation” - culture process takes place, “scanning” -
the data readout process takes place, “door open” —the main module is open
for loading/unloading the bottles;

e The total number - the total number of the loaded bottles;

* In progress - the number of the bottles that are in the culture/incubation
process;

» Positive - the number of the positive bottles;

* Negative - the number of the negative bottles.

More detailed information about the software functionality is provided in
Article 3 “Medical device operation”.
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2.2.4.4 Data cable
The data cable designed for connection of the main module to the computer.
Table 3. Technical characteristics of the data cable

Parameter LABSTAR 50
Description Multiway 1-3
Length, no less than, m 1.3
Load-carrying capability, A 0.5
Port (RS232/37/37—37)

Photo

2.2.4.5 Computer power cord

The computer power cord is designed for the computer power connection.
It has the following technical characteristics:

Chinese Standard; CPCS-CCC

Model: PSB-10/ST3

Type | connector, 3 flat contacts.

Load-carrying capability: 10A/250V

Length, min: 1m

Fig. 13 - The computer power cord

2.2.4.6 Barcode scanner
The technical characteristics of the barcode scanner are listed in Table 4.
Table 4. Technical characteristics of the barcode scanner
Parameter Characteristic
Model LS-1881
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Manufacturer Guangzhou OWL Electronic
Technology Co., Ltd

Projector Laser

Scanning frequency 150 scan/sec

Barcode contrast >30%

Wave-length 650 nm

Operational temperature -45~45°C

Resolution PCS 0.9 (0.1~0.625mm)

Focus 10mm~420mm

Indication (LED, sound etc.) Double color LED

Protection level IP54

Data transmission rate 200 characters per second

The mean of communication of the RS232 serial data transmission

scanner with System;

Readable codes Single two-dimensional code
LI

Fig. 14 - Barcode scanner

2.2.4.7 System parameters and characteristics

Table 5.
Index LABSTAR 50
Bottles capacity 50
Culture temperature 35+£1.5°C
Rotating speed 26 r/min
Operation cycle (scan mode) every 10 minutes
Rotating mechanism type Turntable

The system is designed for microorganisms
culture and detection +
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The rotating and shaking of the bottles is +

provided

Automatic correction and quality control b

The number of positions for the bottles 50

The availability of the graphic interface +

The availability of the Barcode scanner +
Fluorescent method (instrumental estimation),

bottle bottom color change (manual estimation) +
Incubation  conditions:  fixed temperature. +

rotating and vibration

A/C power source, V 220 + 22
Current frequency, Hz S0+1

Input power, max VA 450

Main module external dimensions, mm (640x660x650)+ 10
System main module weight, kg 98 £2
Efficiency* 10 samples a day
Time of cultivation 120 hours
Volume of biological sample 5-10 ml aerobic bottles and

2-10 ml of anaerobic and children

cultivation

2.2.4.8 Basic requirements
a. Operating conditions
Environment temperature: 10-30°C;
General humidity: 45-85%;
Atmosphere pressure: 86.0-106.0 kPa;
Electric power conditions: 220V+22V, 50HzxIEIlz;
Input power: < 450VA,;
Away from the sources of the high electromagnetic disturbance and
bright directed light;
. System should be dust-proof; the air should not contain the acids, salts
and other corrosive gases;
. The proper grounding should be provided;
. It is necessary to control the vibration at the workplace.
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b. Appearance

. The equipment should be flat, clean and of the uniform color, it should
be without the scratches, blinks and mechanic damages.
. The equipment marking should be easy-to-read.

C. Controllability

The start button and the interconnecting wire should have the characteristics
that facilitate comfortable usage, operation speed and reliability. The displayed
information should be clear and constant.

d. Culture temperature

The temperature measurement accuracy and the oscillations should meet the
following requirements:

. The culture temperature should remain within the range of 35+1.5°C.
. The temperature variations should not exceed 3.0°C.

e. System functions

. Continuous culture.

Automated monitoring and determination of the positive and negative
results.

. Immediate notification about the positive bottles detection.

. Alarm signaling in case the temperature exceeds the limits of the
acceptable range.

f Positive results repeatability

The results of the testing using the standard strains of the American typical
culture collection (ATCC) should be positive (see Annex A).

g. Display functions

The condition of the bottle contents is determined as positive or negative. All
the indicators are displayed on the system screen, regardless of the fact if the bottle
with a culture corresponds to a detector particular position, and if the positive or
negative results are obtained.

h. Barcode input and position

The system can recognize and place the bottle on the definite detector level
according to the barcode.

I Safety requirements

See the safety requirements in Appendix B,C, D.
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2.2.5 The accessories overview, the contents and the functional capabilities
2.2.5.1 The monitor with the power cable

The main technical characteristics of the monitors are listed in Table 6.
Table 6. The monitor technical characteristics

Characteristics LABSTAR 50
Brand, model AOC, model E2070Swn
Photo —
i.rl
Screen size 19.5’
Matrix type TN
Screen format 16:9
Resolution 1,600x900
Brightness 200 kcd/m2
Contrast ratio 600:1
Response time 5ms
Connector type VGA

Chinese Standard: CPCS-CCC
Model: PSB-10/ST3
Power cable Type | connector, 3 flat contacts.
Load-carrying capability: 10A/250B
Length, min: 1.5 m

2.2.5.2 Keyboard
The computer keyboard is the device to input the data into the computer
(input device). It is made as the set of the keys (buttons) arranged in the certain

order.
Characteristics LABSTAR 50
Description Standard classical desktop corded
keyboard with 104 keys
Cable length, min, m 15
Connection type PS/2
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Photo 1

2.2.5.3 Mouse pointing control

Computer mouse is the pointing device for the cursor control and issuing the
commands to the computer. The cursor control is made by moving the mouse over
the table surface or mouse pad. The mouse buttons and wheel cause some actions,
e. g.: selected object activation, webpage and e-document vertical scrolling.

Table 8. Computer mouse technical characteristics

Characteristics LABSTAR 50
Description Optical corded mouse
Cable length, min, m 15
Connection type PS/2

Photo

2.2.5.4 Signal wire

The low current signal wire is designed for connecting the computer with the
monitor.

It has the following technical characteristics:

Length of min 1.3 m

Load-carrying capability 0.5 A

Connector: VGA (DE15F) — 15-contact subminiature DIX-connector
connector for connecting the analogue monitors according to VGA graphic
interface standard.
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2.2.6 Sterility information
System is not sterile. Only the consumable bottles with the medium used
with System, sterilized.

2.3 The contents (contents of delivery) of the medical device
. Main module - 1 pcs.
Data cable - 1 pcs.
Main module power cord - 1pcs.
The PC with the preinstalled software - 1 pcs.
Computer power cord - 1pcs.
Barcode scanner - 1pcs. (if necessary)
Service manual - 1 pcs.
Certificate - 1pcs.
Accessories:
Monitor with the power cable - 1 pcs.
Cable - 1pcs.
Mouse pointing control - 1 pcs.
Signal wire -1 pcs.

2.4 Medical device precaution measures and limits of use
2.4.1 Ciritical information

It is not allowed installing the programs or files on the device computer,
that are not related to its operation. In case of the computer failure or data loss for
that reason, the manufacturer can carry out the maintenance only on the paying
basis.

A During the operation of System the operator can be subjected to
dangerous microorganisms, so it is recommended to install the device in laboratoiy
premises that meet the requirements of biosafety level 2. The provisions should be
made for the biological protection measures and it is necessary to fully comply
with the requirements for the organization of the microbiological research
laboratories. The used bottles and other medical wastes must be disposed of by
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autoclaving sterilization or other methods determined by the local rules and
regulations (see 7 The medical device utilization and elimination procedure).

There is the danger of infecting during testing the samples with System. As a
result, the marking in the form of the Biohazard Mark is provided on the device.

It is prohibited to touch the electric power supply of the operating System.

A

The corresponding parts of the device have the *“electric shock hazard” mark.

®

The device back panel has the mark “Caution! Please, refer to the service

manual”.

In case of the noncompliance with the operating procedure established in
this document, the normal operation of System can be disrupted. In this case the
findings can be distorted, and the destruction of the equipment as well. The user
and (or users) of the device hold responsibility of the consequences of this
noncompliance.

System main module has the drive unit connected to the A/C power source
with the voltage of 220 V and it can be a source of the external electromagnetic
disturbance, (see Appendix D EMS)

2.4.2 FAQs

2.4.2.1 The pathogenic bacteria of the most frequent occurrence (>90%):
> Staphylococcus aureus

Eseheriehia coli

Enterobacteriaceae: Salmonella, Klebsiella pneumoniae etc.
Pseudomonas aeruginosa

Streptococcus pneumoniae
Candida

V V V V V

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



2A.2.2 The most commonly occurred infesting bacteria (3%-5%)
> Staphylococcus epidermidis
> Propionibacterium acnes
Fusobacterium
> Diphtheria group
> Gram positive bacillus
Acinetobacter

2.4.2.3 The reasons of microorganism low rate of growth, corrective
measures
N Insufficient sample volume: within the scope of the sample volume

(Adults: 5-10 ml, children: 2-10 ml) proportionally to the positive growth of the
cultivated microorganisms.

> The sample collection within 24 hours is not enough: the bacteremia is
remitted in 85% cases, several samples collection can assure the positive growth
recognition.

> The blood sampling should be done within one locus every time.

> The inappropriate time of the blood sampling.

Carrying out the antimicrobial therapy before or during the blood

sampling.

> Storing the samples at the room temperature: it is not allowed storing
the samples in the freezer, because the bacteria with the special nutritive demands
die at the low temperatures.

2.5 The description of the package, marking and warning signs on the device
2.5.1 Package

System consumer package is the transport package at the same time.

The transport package should be made of woods (packing-box).

The packing-box overall dimensions:

Parameter LABSTAR 50
External dimensions, mm (760x790x790)+20
Weight, kg 2442
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Fig. 16 - LABSTAR 50 transportpackage

System is placed into the waterproof poly film and packed in the packing
box that has to be furnished with the soft inserts between the device and package
walls for the impact absorption.

The operational documentation is put into the separate poly bag and packed
into the box.

The computer with the preinstalled software is packed and transported in the
manufacturer’s cardboard pack. The accessories are packed there as well: the
keyboard and the mouse.

The monitor is transported in the manufacturer’s cardboard pack.

2.5.2 The product marking
The LABSTAR 50 System product marking contains:
On the front panel of the main module (door):

» Manufacturer’s logo;
. Name LABSTAR 50;
. Indicator and “power supply’ caption;
. Indicator and “temperature” caption;
The back panel has:
> Nameplate with the indication of:
. Product name;
. Model;
> “In vitro diagnostics medical device” (the corresponding symbol is
marked IVD );

Power supply conditions, input power;
Product standard code;
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Production number;
Production date;
Manufacturer’s name, address, telephone;
Authorized official’s name, address, telephone;
Product license number and date.

> Labels:

‘Biohazard’

>

‘Caution! Please, refer to the service manual”

/ \ ‘Electrie shock hazard”

HaumeHoBaHMe: AHanM3aTop GaKTepUoNoruyeckuin VD

aBToMaTM4eckunin KOHOHa' LABSTAR

Mogens: FOHOHa' LABSTAR 50

HomwuHanbHOe HanpsXXeHne ceTu/4yaeToTa/ MOLLIHOETb:
220B/50rLI/450BA

Homep npousBogeTBeHHOro etaHgapTa: YZB/LU 0278-2012
Cepuitnblii Homep nsgenns:  A1160302001A

[ata Bbinyeka n3genus: 2016 03 02

MponzsoguTensb: «CUHbKI Bronommkan TekHonomm Ko. . Jitg.»
BocTouHan cTopoHa Baiiep Poya, NpombiieHHas 3oHa ®aHXyaH, I JH04aH
npoBuyHUMA aHbayH. Kuraii, 252000

TenedoH (86) 800-860-8018

Fig.17 - HHOH&® LABSTAR 50 System main module nameplate marking

2.5.3 Transport (consumer) package marking:

. Manufacturer’s name and address;
. Distributor’s name and address;

. Product name, model;

. Serial number;

. Weigh net/ gross;
. Volume (length x width x height);

. Manufaeture date;

. Produet standard code;

. Indication “Fragile, handle with care” (the corresponding symbol
marked);

Indication “Keep dry” (the corresponding symbol is marked);
Indication “Up” (the corresponding symbol is marked);
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Indication “Do not roll” (the corresponding symbol is marked);
Indication “Limit of the pile levels number”;
Indication “Fragile precision tool. Caution™;

. transportation and storage conditions (the corresponding symbols are
marked);
we designating of the marked symbols:
I - Fragile, handle with care
- Keep dry
I _ Up
- Do not roll

- Eimit of the pile levels number
I = Temperature limit

1/01 - Humidity limit

O Atmosphere pressure limit

3 Medical device operation

3.1 Environmental requirements

3.1.1 Operational conditions

To provide the nonnal operation System should be installed and storage in

the following environment:

Environmental temperature: 10°C-30°C;
Relative humidity: 45- 85%;
Atmospheric pressure: 86.0 kPa -106.0 kPa
AJ/C power source: 220+22 V, frequency 50+1 Hz;
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. Keep System away from intrusion of dust, bright directed light, liquids,
corrosive gases, vibration and high electromagnetic disturbance

3.1.2 Transportation and storage requirements.

System is the accurate recording instrument. The special caution should be
exercised to avoid the damage during transportation and storage. The device outer
package should contain the corresponding marking labeling with the indications;
“Handle with care”, “Up”, “Keep dry” etc. The carrier should take care to ensure
that the device is not subjected to heavy shocks and to atmospheric precipitation or
direct sunlight since the moment of shipment to delivering to the installation site.
The following demands are placed on the transportation conditions:

. Environmental temperature: -20°C~+55°C;

. Relative humidity: 45-95%;

. Atmospheric pressure: 50.0 kPa~ 106.0 kPa.

3.1.3 Power requirements
The analyzer is designed for the AC power supply with the voltage of 220 V + 22
V, the frequency of 50 Hz + 1 Hz; The device input power is 450 VA. There must
be the regulated power supply between the device and the power system. The
electric fuse characteristics are indieated on the back panel. When replacing the
electric fuse, it is important to take the power cable characteristics into account.

The ground wire of the three-conductor power cable should be directly
connected to the safe ground network with the resistance of min 0.1 O to avoid the
accidents.

3.2 Installation procedure

All the installation and implementation works of System must be carried out
by the specialist assigned by the manufacturer’s authorized official in the Russian
Federation for this purpose. Additionally, the user should carry out the device
acceptance.

3.2.1 Unpacking and acceptance

Open the package, carefully remove System with the accessories from the
packing box. System packing list is inside of the box. After the unpacking, please
check the contents of delivery according to the packing list. In case of the
deficiency, address the distributor immediately.

3.2.2 Installation and implementation

The preoperational phase should be carried out in accordance with the
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requirements listed in this section.

3.2.2.1 Power line
System should be connected to the separate power line with the ground fault

protection. The distance between the device back and the wall should be of no less

than 20 cm.
.......... WALL ............A
20 i
Main module
LABSTAR 50
@& PC
monitor
64+ism
150 sm

Fig. 18 - LABSTAR 50 installation space diagram

3.2.2.2 The switch, electrical outlet and electric fuse
The main module of System is equipped with the key-operated switch for

15A/30A 250 V, triphase electrical outlet for IOA, 250V and the electric fuse for
5A. The electrical outlet and the electric fuse holder are made as the single unit.
All these elements are located on the right side of the back panel of the main

module.
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Fig.19- Backpanel ofLABSTAR 50 main module
1-3 - Fans, 4 - Switch, 5 -power connector + electricfuse,

6 - RS232 port for connecting the data cable

3.2.2.3 Main module installation
To install the main module, it is required only to connect the data cable, the
power cord and the accessories. The device does not have any parts requiring the
i on-site dismantling. Carefully remove the main module from the package and
install it on a stable lateral support or the table. Open the door, remove all the
accessories that were fixed in its inside for the transportability. Make sure there are
no foreign items inside of the device. Connect the main module to the computer
COM port (RS232) using the data cable, connect the power cable.

" if: >2(m .
Monitor

JIC220D PC Interface

VCA PS/2 - Keyboard
PS/2 - Mouse
\'GA Monitor
PCI Main module

LABSTAR 50 PC
Main module

Fig.20 - LABSTAR 50 connection diagram

The data cable in LABSTAR 50 model is made as the three-wired multiway
cable. The cable terminal is connected to the main module communications port.
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One of three wires is connected to the computer, the other two - with the PCI
computer data collection card interface.

3.2.2.4 Computer installation

The computer installation should be carried out in the commonly-accepted
way.

3.2.2.5 Commencement of work and operation

Before switching on the Blood Measure System main module, check the
connection of the signal and data cables and the power cord. Make sure that the
device total rated current does not exceed the power-supply source rated current.
After that, switch on the power supply and start out the main module. The Blood
Measure System main module will start operation in automatic mode.

Switch on the computer, double click the screen and enter the program. The
Blood Measure System main module will start operation in automatic mode.

The registration process that is carried out by the manufacturer’s authorized
official is required for the initial system start up.
In order to do that, enter the organization name in “Department name” field and the
System code indicated in the delivery set accompanying documentation, into
“Device code” field of the “Logging in” pop-up window. Then obtain the license
number from the manufacturer and enter it in the “License” field.

-
n*
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Fig.21 - Logging in
After pressing the “Determination” button the device will be registered and
ready for use.

3.3 Setting of system parameters

3.3.1 Culture time

The system automatically sets the culture time for 120 hours. If there are
special requirements, the time parameter on the screen should be modified when
the bottles are put in and the time set on the “Set time” screen.

liFIA k .4/

« «dSKfox I MIUI

Fig. 22 - Bottles installation
3.3.2 Culture temperature
Culture temperature is constantly set as 35+1.5°C, which cannot be modified.
3.3.3 Setting the department name
Enter the instrument control procedure, click “System” and the interface of
the dialog box appears. Click “Department” and then click “Add” to input the
name of the specific department. Click “Delete” to delete the chosen department.
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Fig.23 - LABSTAR 50 “System ”screen

3.3.4 System reset

Enter the instrument control procedure, click “System” and the interface of
the dialog box appears. Click “Cleared bottles”. It will reset all the bottle
positions™.

Fig. 24 - LABSTAR 50 “System ”screen

System reset can never be used except that serious faults of the instrument
occur or power failure lasts for more than 1 hour. It cannot be used when the
instrument is in normal operation, otherwise, all the data on test will be lost!!!

3.4 Operation procedure

3.4.1 Blood and other body fluids sample collection

Blood and other body fluids sample collection should be carried out
according to the rules adopted in the laboratory, using the special bottles

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



Test method: Check the quality using visual inspection.

B1.1.5.1 Terminal

Requirement: The terminals should be recognized.

Test method: Check the quality using visual inspection.

B1.1.5.2 Terminals for connection to the mains supply

Not applicable

B1.1.6 Switches

Requirement: It should meet the requirement of 5.1.6 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B1.1.7 Equipment protected with double insulation and reinforced insulation
Requirement: It should meet the requirement of 5.1.7 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B1.1.8 The junction box

Not applicable

B 1.2 Warning sign

Requirement: It should meet the requirement of 5.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B 1.3 Durability of mark

Requirement: The marks should meet the requirements of standard provisions
5.1.2-5.2 and keep clearly distinguishable under the normal conditions.
Test method: According to the method of 5.3 in GB4793.1-2007.

B 1.4 File

B 1.4.1 Overview

Requirement: It should meet the requirement of 5.4.1 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B 1.4.2 List of rated values

Requirement: It should meet the requirement of 5.4.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B 1.4.3 Equipment installation

Requirement: It should meet the requirements of 5.4.3 a), b), ¢) in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B 1.4.4 Operation of the equipment

Requirement: The following instructions should be included:

a) Identification and use of the control buttons in the working conditions.
b) The explanation for the symbols.

¢) The instruction for connection.
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Test method: Check the quality using visual inspection.

B1.4.5 Maintenance of the equipment

Requirement: The following contents should be given in the specification:

a) Preventive maintenance and checking by user.

b) The parts which only be checked by manufacturer.

) The rating and feature of the fuse.

Test method: Check the quality using visual inspection.

B2 Electrical shock protection

B2.1 Overview

B2.1.1 Requirement

Requirement: The electrical shock protection should be kept in the normal or
single failure condition of the device. The palpable parts of the device must not
become dangerous electricity parts.

Test method: Determine whether the parts are palpable according to the rules of
6.2. Determine whether the test value reaches the limited value according to the
rules of 6.2. Check the quality according to the method of 6.4-6.11.

B2.1.2 Exception

Not applicable

B2.2 Judging of the palpable parts

Requirement: It should meet the requirement of 6.2 in GB4793.1-2007.

Test method: According to the method of 6.2 in GB4793.1-2007.

B2.2.1 Checking

Requirement: It should meet the requirement of 6.2.1 in GB4793.1-2007.

Test method: According to the method of 6.2 in GB4793.1-2007.

B2.2.2 Openings above the charged parts

Not applicable

B2.2.3 Openings of the premodulation controls

Not applicable

B2.3 Allowable limit of the palpable parts

Requirement: It should meet the requirement of 6.3 in GB4793.1-2007.

Test method: Determine whether conform to the limited value according to the
method of 6.5.1-6.5.4 in GB4793.1-2007.

B2.3.1 Value under the normal condition

Requirement: The voltage limitation are 33V (rms value) and 46.7V (peak value).
Test method: According to the method of 6.3.1 in GB4793.1-2007.

B2.3.2 Limits in the single failure condition
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Requirement: The voltage limitation are 55V (rms value) and 78V (peak value).
The rms value of the sine-wave current is 3.5mA.
Test method: According to the method of 6.3.2 in GB4793.1-2007.
B2.4 Protection in normal condition
Requirement: The following one or more measures should be applied to the
palpable parts in order to prevent dangerous electricity:
—Basically insulation
—Shell or baffles
Test method: Check the quality using visual inspection.
B2.5 Protection in single failure condition
Requirement: The additional protection should be provided to ensure that the
palpable parts cannot become dangerous electricity in single failure condition. The
additional protection is composed of one or more measures specified by 6.5.1-
6.5.3.
Test method: Determine whether conform to the rules according to the methods of
6.5.1-6.5.4 in GB4793.1-2007.
B2.5.1 Protective connection
Requirement: If the primary protection equipment specified by 6.4 could lead to
conducting of the electric parts in single failure condition, then the palpable parts
should be connected with protective conductor terminal.
Test method: Determine whether conform to the rules according to the method of
6.5.1 in GB4793.1-2007.
B2.5.11 Integrity of the protective connection
Requirement: It should meet the requirement of 6.5.1.1 in GB4793.1-2007.
Test method: Check the quality using visual inspection.
B2.5.1.2 Protective conductor terminal
Requirement: It should meet the requirement 0f 6.5.1.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection and according to the
method 0f 6.5.1.3 in GB4793.1-2007.

4 B2.5.1.3 Connection impedance of the plug connection device
Requirement: The impedance of the protective connection which is used for
protective conductor terminal between each accessible part shall not exceed O.LL.
Test method: According to the method of 6.5.1.3 in GB4793.1-2007.
B2.5.1.4 Connection impedance of the permanently-connected device
Not applicable
B2.5.1.5 Screen as the transformer protective bonding
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Not applicable

B2.5.2 Double insulation and reinforced insulation

Requirement: It should meet the requirement of 6.5.2 in GB4793.1-2007.

Test method: According to the method of 6.5.2 in GB4793.1-2007.

B2.5.3 Protective impedance

Not applicable

B2.5.4 Automatic disconnecting of the power supply

Not applicable

B2.6 Connection with an external circuit

B2.6.1 Overview

Requirement: It should meet the requirement of 6.6.1 in GB4793.1-2007.

Test method: According to the method of 6.6.1 in GB4793.1-2007.

B2.6.2 External circuit terminal

Not applicable

B2.6.3 Circuit with dangerous charged terminal

Not applicable

B2.6.4 Palpable terminal for stranded conductor

Not applicable

B2.7 Requirements to insulation: Clearance and creep age distance

Creep age distance: insulation type: basic insulation and reinforced insulation.
Microenvironment pollution level: grade 2

Requirement: 1.5mm

Creep age distance: insulation type: basic insulation. 1l Material group:

400"CUT ~600.

Requirement: 3.0mm

Creep age distance: insulation type: basic insulation. Il Material group:

400"CUT ~600.

Requirement: 6.0mm

Test method: Verified by checking

B2.8 Dielectric strength test

Requirement:

1) The basic insulation part: It should be tolerated the test in the condition of 50Hz
and 1390V. The breakdown or repeating flash-over must not appear.

2) The double insulation or reinforced insulation part: It should be tolerated the test
in the condition of 50Hz and 2224V. The breakdown or repeating flash-over must
not appear.
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Test method: The voltage test is measured according to the specified voltage value
of 6.8.4 in GB4793.1-2007. The breakdown or repeating flash-over must not
appear. The corona discharge effect or similar phenomenon is negligible.

B2.9 Structure requirements of protection against electric shock

B2.9.1 Overview

Requirement: It should meet the requirement of 6.9.1 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B2.9.2 Insulation materials

Requirement: It should meet the requirement of 6.9.2 in GB4793.1-2007.

Test method: According to the method of 6.9.2 in GB4793.1-2007.

B2.9.3 Color coding

Not applicable

B2.10 Connection to electric mains and between different parts

B2.10.1 Power cords

Requirement: It should meet the requirement of 6.10.1 in GB4793.1-2007.

Test method: According to the method of 6.10.1 in GB4793.1-2007.

B2.10.2 Installation of the unable-dismantled power cords

Not applicable

B2.10.3 Plug and connector

Requirement: It should meet the requirement of 6.10.3 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B2.11 Disconnection of the power supply

B2.11.1 Overview

Requirement: The device should be equipped with breaking device which can turn
off the power supplied from each electric source either inside or outside of the
device. The breaking device should disconnect all the current carrying conductors.
Test method: According to the method 0f 6.11.1.1-6.11.3.2 in GB4793.1-2007.
B2.11.1.1 Exception

Not applicable

B2.11.2 Requirements according to the type of the device

B2.11.2.1 Permanently connection and multi-phase equipment

Not applicable

B2.11.2.2 Single phase equipment connected with the cord

Requirement: It should meet the requirement of 6.11.2.2 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B2.11.2.3 Dangerous caused by functions
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Not applicable

B2.11.3 Breaking device

Requirement: It should meet the requirement of 6.11.3 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B2.11.3.1 Switch and circuit breaker

Requirement: It should meet the requirement 0f 6.11.3.1 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B2.11.3.2 Appliance coupler and plug

Requirement: It should be meet the requirement 0f 6.11.3.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B3 Prevention of mechanical hazard

B3.1 Overview

Requirement: It should meet the requirement of 7.1 in GB4793.1-2007.
Test method: According to the method of 7.2-7.6 in GB4793.1-2007.

B3.2 Moving machine part

Requirement: It should meet the requirement of 7.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B3.3 Stability

Requirement: It should meet the requirement of 7.3 in GB4793.1-2007.
Test method: According to the method of 7.3 in GB4793.1-2007.

B3.4 Lift and handling device

Requirement: It should meet the requirement of 7.4 in GB4793.1-2007.
Test method: According to the method of 7.4 in GB4793.1-2007.

B3.5 Installation on the wall

Not applicable

B3.6 Expelled parts

Not applicable

B4 Resistance to mechanical impact

Requirement: After the test is complete, the equipment should pass the voltage test
according to 6.8.4, and by visual inspection to verify:

—The dangerous charged components should not become accessible.
—There should not have any dangerous cracks on the shell.

—The clearance should not less than the allowable values, and the insulation of the
internal wire should not be damaged.

—The baffle should not be damaged or loose.

—NMotion components cannot be exposed except those allowed in 7.2.
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— There should be no damage caused by the spread of flame.

Test method: According to the method of 8.1 and 8.2 in GB4793.1-2007.

B4.1 The rigid test of the shell

B4.1.1 Static test

Requirement: It should meet the requirement of 8.1.1 in GB4793.1-2007.

Test method: According to the method of 8.1.1 in GB4793.1-2007.

B4.1.2 Dynamic test

Requirement: It should meet the requirement of 8.1.2 in GB4793.1-2007.

Test method: According to the method of 8.1.2 in GB4793.1-2007.

B4.2 Drop test

Not applicable

B5 Prevent the spread of flame

Under normal conditions or a single fault conditions, the flame shall not be spread
to the outside of the equipment. Test whether it is qualified or not by at least one of
the following methods.

a) Do the test under a single fault condition which could lead to the spread of flame
to the equipment outside.

b) Check whether the flame can be controlled inside the device once a fire happens
according to the provisions in 9.2.

Test method: Verified by checking

B5.1 Eliminate or reduce ignition sources within the equipment

Not applicable

B5.2 Control the flame inside the equipment once a fire happens.

The equipment and its shell should meet the structure requirements in 9.2.1.

Test method: According to the method of 9.1 in GB4793.1-2007.

B5.3 Energy-limited circuits

Not applicable

B5.4 Requirements of the device containing or using flammable liquids

Not applicable

B5.5 Over current protection

Predetermine that the device powered by electric network source should be
protected by the using of fuse, circuit breaker, thermal circuit breaker and
impedance limiting circuit. OCP device should also provide protection against
electric shock under fault conditions.

OCP device should not be installed in the protective wire. The fuse or single-pole
circuit breaker should not be installed in the middle wire of the multi-phase device.
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Test method: According to the method of 9.5 in GB4793.1-2007.
B5.5.1 Permanent connection device
Not applicable
B5.5.2 Other device
Requirement: The OCP (over current protection) device should be installed inside
the equipment if it is adopted.
Test method: Check the quality using visual inspection.
B6 Temperature limits and heat-resisting
B6.1 Surface temperature limit of burning prevention
Not applicable
B6.2 Winding temperature
Not applicable
B6.3 Measurement of other temperature
Requirement: At 40 degrees or maximum rated of the ambient temperature (if more
higher), the clearance and creep age distance should meet the requirements of 6.7.
Test method: According to the method of 10.3 in GB4793.1-2007.
B6.4 Implementation of temperature test
Test method: According to the method of 10.4 in GB4793.1-2007.
4 B6.4.1 Temperature test of heating element
Not applicable
B6.4.2 Device designed for installation in the cabinet or on the wall
Not applicable
B6.5 Heat resistance
B6.5.1 Integrality of clearance and creep age distance
Requirement: It should meet the requirements of 10.5.1 in GB4793.1-2007.
Test method: According to the method of 10.5.1 in GB4793.1-2007.
B6.5.2 Non-metallic case
Requirement: It should meet the requirement of 10.5.2 in GB4793.1-2007.
Test method: According to the method of 10.5.2 in GB4793.1-2007.
B6.5.3 Insulation material
Requirement: It should meet the requirement of 10.5.3 in GB4793.1-2007.
Test method: According to the method of 10.5.3 in GB4793.1-2007.
B7 Prevention of liquid dangerous
B7.1 Overview
Requirement: It should meet the requirements of 11.1 in GB4793.1-2007.
Test method: Verified by checking
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B7.2 Cleaning

Requirement; It should meet the requirement of 11.1 in GB4793.1-2007.
Test method: Verified by checking

B7.3 Splashing

Requirement; It should meet the requirements of 11.2 in GB4793.1-2007.
Test method: Verified by checking

B7.4 Overflowing

Not applicable

B7.5 Battery electrolyte

Not applicable

B7.6 Special protective device

Not applicable

B7.7 Liquid pressure and leakage

Not applicable

B8 Protection from radiation (including the laser source), acoustic pressure and
ultrasonic pressure

Not applicable

B9 Protection from the release of the gases and substances, explosion and
implosion

Not applicable

B 10 Components and assemblies

B 10.1 Overview

If the security is involved, the component should be used according to the rated
value unless there has been made certain exceptions.

Test method; Check the quality using visual inspection.

B 10.2 Electric motor

B 10.2.1 Electric motor temperature

Not applicable

B 10.2.2 Series-excited motor

Not applicable

B 10.3 Over-temperature protection device

Not applicable

B 10.4 Fuse holder

Requirement: It should meet the requirement of 14.4 in GB4793.1-2007.
Test method: According to the method of 14.4 in GB4793.1-2007.

B 10.5 Selective device of power supply voltage
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Not applicable

B 10.6 High sophistication component

Not applicable

B 10.7 Power transformer testing outside the device

Not applicable

B 10.8 Printed wiring board

Requirement: FV-1 (flammability rating GB/T 11020) or much better material
should be used.

Test method: According to the method of 14.8 in GB4793.1-2007.

B10.9 Electrical circuit and component used for transient overvoltage limiting
device

Not applicable

B 11 Protection with interlock device

Not applicable

B 12 Hazards resulting from applieation

Not applicable
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1o Appendix C
Safety requirement, test method and inspection rule (according to the YY
0648-2008 standard)

CO Application condition of the instrument
Application condition of the instrument
a) For indoor use.
b) Temperature: 10-30°C
¢) Humidity: No more than 85%
d) Power condition: The power fluctuation is no more than 10% of the standard
voltage
e) Overvoltage category: The transient overvoltage category Il
) Pollution level: Grade Il
C1 Mark and file
Cl.1 Mark
Cl. 11 Overview
Requirement: The words and symbols marked on the outside should meet the
requirements of 5.1.1 (Table 1) in Y'Y 0648-2008.
Test method: Check the quality using visual inspection.
C1.1.2 Mark
Requirement: It should meet the requirements of 5.1.2 in Y'Y 0648-2008.
Test method: Check the quality using visual inspection.
Cl. 1.3 Transportation and storage
Requirement: It should meet the requirements of 5.1.101 in Y'Y 0648-2008.
Test method: Check the quality using visual inspection.
C 1.2 Warning sign
Requirement: It should meet the requirements of 5.2 in Y'Y 0648-2008.
Test method: Check the quality using visual inspection.
C 1.3 Durability of the marks
i Requirement: Marks required in 5.1.2-5.2 of Y'Y 0648-2008 should be permanently
attached and keep clear under the condition of normal use.
Test method: Check according to the method in 5.3 ofY'Y 0648-2008.
Cl.4 File
Cl.4.1 Overview
Requirement: It should meet the requirements of 5.4.1 in YY 0648-2008.
Test method: Check the quality using visual inspection.
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¢ 1.4.2 Transportation, installation and assembly instruction of the instrument
Requirement: It should meet the requirements of 5.4.3 in YY 0648-2008.
Test method: Check the quality using visual inspection.

C1.4.3 Operation of the instrument

Requirement: It should meet the requirements of 5.4.4 in YY 0648-2008.
Test method: Check the quality using visual inspection.

Cl.4.4 Stop using of the device because of maintenance or handling
Requirement: It should meet the requirements of 5.4.101 in YY 0648-2008.
Test method: Check the quality using visual inspection.

C1.4.5 Transportation and storage

Requirement: It should meet the requirements of 5.4.102 in Y'Y 0648-2008.
Test method: Check the quality using visual inspection.

A/\

C2 Transportation and storage

Requirement: It should meet the requirement of 8.101 in Y'Y 0648-2008.
Test method: According to the method of 8.101 in YY 0648-2008.

C3 Protection for the release of the gas, explosion and implosion

Not applicable.
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11 Appendix D

Automated bacteriological system FOHOHa® LABSTAR, design versions:

FOHOHa® LABSTAR 50, OHOHa® LABSTAR 100 with accessories meets the
requirements for emissions and noise immunity GB/T 18268.1-2010 and GB/T
18268.26-2010.

The user must ensure that the analyzer is used in a suitable electromagnetic
environment.

Use of other electrical equipment on or near the analyzer may cause
interference. Before using the analyzer for its intended purpose, you must verify
that the configuration described in this Guide is correct.

Do not use the analyzer near strong radiation sources (such as unshielded RF
sources) as this may interfere with normal operation of the device.

Automated bacteriological system FOHOH3.® LABSTAR, design versions:

FOHOHa® LABSTAR 50, OHOHa® LABSTAR 100 with accessories designed

for use in basic electromagnetic environment as below.
Electromagnetic emission

Electromagnetic Confomiity Electromagnetic environment
emission test - instructions
Radio emission Group 1 Automated  bacteriological  system

FKOHOHaA® LABSTAR, design
versions: HOHOHa® LABSTAR 50,

FKOHoHa® LABSTAR 100, with

accessories uses radio emission only to
perfonn its internal function. Thus, the
radio emission of the product is
extremely small and probably cannot
cause interference electronic equipment
located nearby.

Automated bacteriological  system

Radio emission Class A FO HoHa® LABSTAR,  design

versions: KOHOHa® LABSTAR 50,
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Harmonie currents Class A
Voltage fluetuations  Corresponds
and flicker

Electromagnetic interference

Port Name of
electromagnetic
interference
Electrostatic
The port of discharge (ESD)
hull

Electromagnetic
field

Industrial frequency
electromagnetic
field
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FOHoHa® LABSTAR 100, with

accessories suitable for use in all
loeations except residential buildings
and buildings directly connected to the
distribution network supplying
residential buildings. When used in a
residential area, it may cause radio
interference. In such cases, the user
should take appropriate measures.

Standard Test parameter  Criterion of

EMC value quality of
functioning
GBI/T +4 kV
17626.2 (contact A
(IEC 61000- discharge)
4-2)
18 kV
- A
(air discharge)
GB/T 3V /m (80 MHz
17626.3 to 1 GHz)
(IEC 61000- 3V/m(1.4
4-3) GHz to 2 GHz)
3V/m (2 GHz
to 2.7 GHz)
GB/T 3A/ m (50 Hz)
17626.4
MEC 61000- A
4-8



Voltage sags GBIT 0%, first halfof

Port AC power 17626.11 the period A
(including (IEC 61000- 0%, 1 period A
protective earth 4-11)
ports) 70%, 25 periods A
Short-tenn power  GB/T 0%, 250 periods
supply voltage 17626.11 c
interruptions (1EC 61000-
4-11)
Nanosecond GB/T 1kV (5/50 NS, 5
impulse noise 17626.4 kHz) A
(1EC 61000-
4-4)
Microsecond pulses GB/T 1kV
of high energy 17626.5 Line-ground A
(IEC61000-
4-5)
Conductive GB/T 3V (150 kHz to
interference 17626.6 80 MHz2) A

induced by radio (IEC 61000-
frequency fields 4-6)

Criterion of quality of functioning A - the Equipment must continue to
function as intended during and after the test. Deterioration of performance or loss
of functions below the level of quality of operation provided in the technical
documentation of the manufacturer for the equipment when using the equipment
for its intended purpose is not allowed.

Criterion of quality of functioning C - temporary loss of functions is allowed
provided that the function can be restored independently or during operation of
controls.
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12 Appendix E

List of applicable national and international standards to ensure the safety,
effectiveness and quality of the medical device

The medical device “Automated bacteriological system HOHOHa®

LABSTAR, design versions: FOHOHa® LABSTAR 50, OHOHa® LABSTAR

100 with the accessories” corresponds to the national standards of the People's
Republic of China for the products:

» GB 4793.1-2007 '"Safety requirements for electrical equipment for
measurements, control and use in laboratories - Part 1. General requirements'";

 GB/T 14710-2009 "Environmental requirements and the method for
controlling medical electrical equipment'";

* YY 0466-2003 ""Symbols of medical devices used for labels and markings
of medical devices or for the provision of information™;

* YY/T 0648-2008 '"Safety requirements to electrical equipment for
measurement, control and use in laboratories - Part 2-101: Specific requirements to
medical devices used for in-vitro diagnostics (IVD)";

* YY/T0316-2008 ""Medical devices. Application of risk management for
medical devices";

* YY/T 0656-2008 "'Automated Blood Culture System'’;

» GB/T 191-2008 "Packaging - Marking of transport cargoes'’;

» GB/T 25000.51-2010 "Requirements to software development and quality,
testing methods™.

. GB/T 18268.26-2010 «Electrical equipment for measuremen, control
and laboratory use. EMC requirements. Part 26: Particular requirements. In vitro
diagnostic (1VD) medical equipment»;

. GB/T 18268.1-2010 «Electrical Equipment for Measurement, Control
and Laboratory Use - EMC Requirements - Part 1. General Requirements»;

. GB 4824-2013 (CISPR 11: 2003) «Industrial, scientific and medical
(ISM) radio-frequency equipment. Disturbance characteristics. Limits and methods
of measurement»;

. GB/T 17626.3-2016  «Electromagnetic compatibility- Testing and
measurement techniques- Radiated , radio-frequency , electromagnetic field

Immunity test»;
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. GB/T 17626.4-2018/IEC 61000-4-4:2012 «Electromagnetic
compatibility. Testing and measurement techniques. Electrical fast transient/burst
Immunity test»;

. 17626.5-2008/IEC 61000-4-5:2005 «Electromagnetic compatibility.
Testing and measurement techniques. Surge immunity test»;

. GB/T 17626.6-2017  «Electromagnetic compatibility. Testing and
measurement techniques. Immunity to conducted disturbances, induced by radio-
frequency fields»;

. GB/T 17626.8-2006 «Electromagnetic compatibility (EMC). Part 8:
Testing and measurement techniques. Power frequency magnetic field immunity
test»;

. GB/T 17626.11-2008 «Electromagnetic compatibility. Testing and
measurement techniques. Voltage dips, short interruptions and voltage variations
Immunity tests».

The medical device “Automated bacteriological system HOHOHa®

LABSTAR, design versions: FOHOHa® EABSTAR 50, OHOHa® LABSTAR

100 with the accessories” corresponds to the national standards of the Russian
Federation for the products:

. GOST R 50444-92 «Medical instruments, apparatus and equipment.
General specificationsy»;

. GOST 12.2.091-2012 (IEC 61010-1:2001) «Safety requirements for
electrical equipment for measurement, control and laboratory use. Part 1. General
requirementsy;

. GOST IEC 61010-2-081-2013 «Safety requirements for electrical
equipment for measurement, control, and laboratory use. Part 2-081. Particular
requirements for automatic and semi-automatic laboratory equipment for analysis
and other purposes»;

. GOST IEC 61010-2-101-2013 «Safety requirements for electrical
equipment for measurement, control and laboratory use. Part 2-101: Particular
requirements for in vitro diagnostic (VD) medical equipment»;

. GOST IEC 60825-1-2013 «Safety of laser products. Part 1
Equipment classification, requirements and user's guide»;
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. GOST R ISO 18113-1-2015 «In vitro diagnostic medical devices.
Information supplied by the manufacturer (labelling). Part 1. Terms, definitions
and general requirements»;

. GOST R ISO 18113-3-2015 «In vitro diagnostic medical devices.
Information supplied by the manufacturer (labelling). Part 3. In vitro diagnostic
instruments for professional use»;

. GOST R EN 13612-2010 «Performance evaluation of in vitro
diagnostic medical devices»;

. GOST R IEC 62304-2013 «Medical devices. Software. Life cycle
processes»;

. GOST R ISO/IEC 12119-2000 «Information technology. Software
packages. Quality requirements and testing»;

. GOST R ISO/IEC 9126-93 «Information technology. Software
product evaluation. Quality characteristics and guidelines for their use»;

. GOST 28195-89 «Quality control of software systems. General
principles»;

. GOST R IEC 62366-2013 «Medical devices. Application of usability
engineering to medical devices»;

. GOST R 56894-2016/GHTF/SGINO63:2011 «Summary technical
documentation for demonstrating conformity to the essential principles of safety
and performance of in vitro diagnostic medical devices»;

. GOST R IEC 61326-1-2014 «Eleetrical equipment for measurement,
control and laboratory use. EMC requirements. Part 1. General requirements»;

. SanPiN 2.1.7.2790-10 «Sanitary and epidemiological requirements for
the treatment of medical waste».
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manufactured by SCENKER Biological Technology Co., Etd. (see the more
detailed information about the analysis of blood and other body fluids in the
Cultural medium Bottles documentation).

. The blood and other body fluids sample for the culture should be
taken with keeping the rules of the aseptic to avoid the microorganisms’
penetration from the outside environment.

. Before using the bottles, medium transparency should be visually
assessed, any opacity means their unfitness.

. The bottles should be warmed for the room temperature (18-30°C).

. The culture should be carried out during the temperature rise, when

the fever begins. To take blood using special sterile systems for blood sampling or
sterile syringes in the bottle created a vacuum, which facilitates the sowing of
blood samples in the bottle. Break off the plastic covers from the bottles and
sterilize the inside cover with the drape saturated in 70% ethanol (or other
substitutive antiseptic) within one minute. Carefully sterilize the skin over the
needled vein with 70% ethanol and then with 1-2% tincture of iodine within 30
seconds. After drying of the treated area, perform venipuncture. For adult patients
it is recommended to use a pair of aerobic and anaerobic bottle. When using the
system for blood sampling, the inoculation is performed first in an aerobic vial and
then in an anaerobic one. (Do not remove the needle from the patient's vein during
blood collection. After the end of the first extract needle from vial, then from veins
patient). When using a syringe, first inject blood into an anaerobic vial and then
into an aerobic one (Avoid air entering the anaerobic bottle). The volume of the
blood is from 5 ml to 10 ml for the adults for aerobic bottle and from 2 ml to 10 ml
for the anaerobic and children bottle (the marking on the name plate of the bottle
allows you to estimate the volume of the taken blood). Optimal pathogen isolation
IS achieved by adding the maximum sample volume Mix the bottle contents
carefully with the circular motions. After finishing the procedure, the iodine should
be removed from the skin with the drape using the 70% ethyl and the puncture area
should be covered the adhesive plaster. The bottles should be marked with
indicating the name, initials, date of birth and sampling date, and then transported
to the laboratory in the at the room temperature (18-30°C) in a dark place (not in
the freezer) for no more than 24 hours.

. Cerebrospinal fluid is obtained with lumbar puncture, less often with
puncture of the lateral ventricles of the brain, preferably before taking antibiotics.
The puncture site is treated with 70% ethyl alcohol, then with 1-2% tincture of
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iodine within 30 seconds. The first portions of liquor have the highest potential for
contamination by microorganisms from the skin and should be discarded.
Immediately after the puncture, not less than 5 ml and not more than 10 ml of the
resulting liquor should be aseptically introduced into an aerobic vial (in certain
clinical situations, an anaerobic vial is required). Large volumes (5-10 ml) increase
the sensitivity of the culture and are necessary for optimal isolation of whimsical
bacteria and fungi. 1fthe volume of liquor is small from 2 to 5 ml, as well as liquor
from children - you should use aerobic bottles for children. Samples should be sent
to the laboratory for examination as soon as possible. This will increase the
probability of detection of pathogens. During storage and transportation, excessive
overheating and especially cooling should be avoided (a thermos or a thermal
container with a temperature of 35£1.5°C can be used). Cooling the liquor below
30°C leads to the death of meningococci. Storage and transportation time should
not be more than 8 hours.

. In the study of body fluids from normally sterile cavities (peritoneal,
synovial, pleural, articular, pericardial fluid) for adults, it is recommended to take
for each aerobic vial from 5 ml to 10 ml, for each anaerobic vial from 2 ml to 10
ml of the test liquid, for children for each vial it is necessary from 2 ml to 10 ml of
the test liquid. The puncture site is treated with 70% ethyl alcohol, then with 1-2%
tincture of iodine within 30 seconds. Immediately after the puncture, the biological
fluid should be aseptically introduced into the aerobic vial (in certain clinical
situations, an anaerobic vial is required). The minimum volume of liquid for
bacteria isolation is 2-5 ml, for fungi isolation-10 ml. Samples should be sent to the
laboratory for examination as soon as possible. This will increase the probability of
detection of microorganisms. Store at room temperature (18-30°C) for up to 24

hours.

. The rate of growth of pathogens is directly proportional to the volume
of biomaterial. Optimal pathogen detection is achieved with maximum sample
volume.

. After sampling and inoculation of blood or biological fluids, it is

necessary to tear off half of the label with a bar code from the bottle (the other half
of the label can not be tom off) and stick it on the form of the referral for
laboratory research

When separating the label with the barcode, it is necessary to check that the
information on the issue is the same as on the bottle!
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The samples should be forwarded to the laboratory for testing as soon as
possible. This will increase the possibility of the pathogenic microorganism
detection.

3.4.2 Bottles loading

3.4.2.1 Using the barcode scanner

Click “Open” in the control procedure and open the door of the main module.
After the door is open, “Open” will be inactive.

on

Fig. 25 - Opening the door before the bottle installation
Click “Load”. The dialog box will automatically pop up on the screen. Use
the barcode scanner to read the barcode from the label. System will automatically
allocate the Position No. for placing the bottle. Put the bottle to the necessary
position and click “Load” (at the same time the Position No. at main program
interface manifests yellow) (fig.24). Load all the bottles for the check and click
“Confirm”. Close the maid module door and it will automatically resume operation.
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Fig. 26 - Loading the bottle

3.4.2.2 With the manual entering the barcode

Open the door of the main module, click “Load”. The dialog box will
automatically pop up on the screen. Manually enter the barcode from the label.
System will automatically allocate the Position No. for placing the bottle. Put the
bottle to the necessary position and click “Load” (at the same time the Position No.
at main program interface manifests yellow). Load all the bottles for the check and
click “Confirm”. Close the maid module door and it will automatically resume
operation.

During the operation of the main module it is not recommended to often open
the door or hold it open. It can cause the temperature fluctuations inside of the
module and affect the test results

343 Input, inquiry and statistics of patients operation

Information Input: Enter the control procedure of the instrument, click
“Data”, and the interface of dialog box will appear. Click “Specimens Information”
and use the bar code scanner to read the bar code. The instrument will generate the
ID No. (It is the same as that of Bar Code No.) Following that, fill the patients data
(Surname, first name & patronymic, gender, age, department name, patient number,
patient history No., date of check) in the dialog box. Click “Save” after patient data
is filled.
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Fig. 27 - Information input

Information inquiry and statistics: Enter the control procedure of the
instrument and click “Data”, the dialog box will appear. Click “Information
Statistics”, and the inquiry dialog box will appear. Use the bar code scanner to read
the bar code. The instrument will automatically pop up the patient’s information,
parameters and detection results. The information inquiry can be done by the date,
department name, patient’s second name, sample number and detection results.
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Fig.28 - Information inquiry

Fig. 29 - Information statistics hy date

Besides, the detection results can be displayed in the graphic view.

Fig.30 - Information inquiry, growth curx’®e

The graphic image can be saved on the computer: Click “Printing plan” and the
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dialog box for saving the document will appear

ik

F/g. 31 - Saving the document
The image is saved in mdi format.
3.4.4 Culture
After the culture bottle is put into the main module, System will
automatically start the culture. The temperature should be maintained at the level
of 35£1.5°C. The LABSTAR 50 turntable will rotate with the constant speed of 26
r/min.

3.4.5 Detection

The instrument operation cycle for the dynamic detection lasts for 10
minutes. The culture bottle stimulates the generated fluorescence as affected by the
bacteria metabolism products, and sends the corresponding signals to the analysis
program of the system computer. The provision is made for the previous
transformation of the analog signal into the digital one. The Position No. of the
culture bottle in the main program interface manifests yellow.
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3.4.6 Alerting system

The system will analyze the detection signal. It will alarm immediately when
it discovers the positive bottle. The Position No. of the culture medium in the main
program interface manifests red after the alarm. The figure shows the alarming

point.

wrran

W< M

Fig. 32 - Growth cuiwe with alarmingpointfor the positive bottle
Unload the positive bottle from the device and use the sample for the
subculture to conduct the additional analysis experiments. The culture bottle with
no growth of culture medium of microorganism after 5 days (120 hours) of
successive culture will be reported as the negative bottle and the corresponding
alarm signal will occur. The Position No. of the culture bottle in the main program
interface will manifest grass-green and the culture bottle can be taken out.

After all the negative bottles are taken out, the sub-culture should be applied
immediately and the additional analysis should be carried out so as to prevent the
instrument from alarming falsely!

3.4.7 Unloading the bottles

3.4.7.1 Using the barcode scanner:

Open the device door and unload the negative bottles (green color on the
interface screen) or the positive bottles (red color on the interface screen). Click
“Unload”, the instrument will automatically pop up the dialog box, then use the bar
code scanner to read the sample bar code. In the meanwhile, the Position No. of the
culture bottle in the main program interface manifests white, which indicates that
the culture bottle has been taken out.
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Fig. 33 - Unloading the bottle

In case of the wrong or the early bottle unloading the system will pop up the
alert message:

Fig.34 - Alert message
3.4.7.2 Manual entering the bar code:

S 4 Open the device door and unload the bottles from the corresponding position
numbers (green or red colors on the screen). Click “Unload”, the instrument will
automatically pop up the dialog box, then enter the bar code manually and click
“Unload”. In the meanwhile, the Position No. of the culture bottle in the main
program interface manifests white, which indicates that the culture bottle has been
taken out.
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)KAfter the culture bottle is taken out, please immediately close the instrument
door, so as to prevent low temperature inside the instrument!

After finishing the operation at clicking “Close” the program is closed but
System works on.

Fig. 35 - Closing the program

The short System workflow is shown on Figure 36.
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3.5 Culture media and application scope

3.5.1 Culture media

Table 9
Name
Culture medium Bottles
FOHOHa® for aerobe
cultivation;

Antibiotic-neutralized Culture

medium  Bottles KOHOHB®

for aerobe cultivation;

Antibiotic-neutralized Culture

medium Bottles KOHOHB®

for anaerobe cultivation

Antibiotic-neutralized Culture

medium Bottles FHOHOHB®
for aerobe cultivation for
children.

The
volume of
the
collected
material

5-10 ml

5-10 ml

2-10 ml

2-10 ml

3.5.2 Application scope
The medium bottles are designed for the culture and detection of pathogens
in the blood samples and other aseptic body fluids.

The
Volume of
the
medium

25 ml

25 ml

25 ml

25 ml

Application

The
samples of
the patients
who did not

take the
antibiotics

The
samples of
the patients

who took
the
antibiotics

The
samples of
the patients

who took
the
antibiotics

The
samples of
the children

or other
patients that
are difficult

to collect

Barcode/ ID

No.

XBZ

XCR

XYY

XET

Photo

l/\

Hinmi

I I I I T I I
‘Suns

3.6 How to collect the blood and other sterile biological fluid samples
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3.6.1 Procedure for blood sampling

3.6.1.1 Blood sample collection indication

As a rule, the indication for the corresponding clinical examination is the
emergence of one or few symptoms of the following list;

> Fever (>38°C) or low body temperature (<36°C);

> Shivering;
Leukocyte increasing (more than 1O0.QxIOVI, especially for the “left
deviation™)
Mucocutaneous hemorrhage;
Coma;
Multiple organ failure;
Blood pressure decreasing;
Increased C-reactive protein and breath accelerating;
Blood disease patients have the reduction of granulocyte and platelet, etc.

3.6.1.2 Examination frequency

> The collection usually takes place at the early or peak fever periods

> The patient who is suspected to have the bacterial endocarditis should
pass three examinations to determine the pathogens and the blood collection is
carried out no less than one time per hour within 24h.

> If the patient was treated with antibiotics in one to two weeks before
the culture, it is important to carry out two or three microbiological studies within
one day afterwards.

> Every time the sample should be divided into two or three parts. The
collection is carried out within 24h.

VvV V V V V V

3.6.1.3 Collected material volume

The collected material volume corresponds to the Table 9

3.6.1.4 Skin sterilization process

> Sterilize the skin over the needled vein with 70% alcohol solution
within 30 seconds;

> Sterilize with 1-2% tincture of iodine or tamed iodine within 60
seconds;

> Remove the rests of iodine from the skin with 70% alcohol solution.

> Carry out the blood collecting after the alcohol evaporation.

3.6.1.5 Bottle sterilization process

> Sterilize the culture bottle rubber stopper with 70% alcohol solution
within 60 seconds;
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> Remove the alcohol rests from the rubber stopper with the surgical

gauze or cotton stopper.

> Insert the blood samples to the bottle.

3.6.1.6 Blood samples storage and transportation

> The samples should be sent to the laboratory for the examination after
the blood collection;

> If it is impossible to send the sample for the examination at once, it
can be stored at the room temperature (18-30"C) or in the constant-temperature
bath (35£1,5"C). Cold storage is not allowed,;

> The delay for the examination cannot exceed 24 h after collection.

3.6.1.7 Laboratory receiving standards

> Check the samples for the visible turbidity, pellicle, bacterial lawn,
coagulation and other bacterial development signs.

Check whether the blood volume is suitable.

Check the bottle for the leaking, cracks and visible contaminations.
Check whether the label on the bottle is in compliance with the
application list and whether the patients’ infonnation is complete.

3.6.1.8 Samples screening procedure

> Refuse to take the bottles for the examination if the information on the
bottle is not in compliance with the assay application and the culture bottles are
broken or have the visible contaminations.

> The bottles are rejected if they are kept for more than 24 h after the
collection, the bottle type does not correspond to the examination type, the bottle is
expired, the volume is not enough for the examination etc.

3.6.2. Cerebrospinal fluid is obtained with lumbar puncture, less often with
puncture of the lateral ventricles of the brain, preferably before taking antibiotics.
The puncture site is treated with 70% ethyl alcohol, then with 1-2% tincture of
iodine within 30 seconds. The first portions of liquor have the highest potential for
contamination by microorganisms from the skin and should be discarded,
immediately after the puncture, not less than 5 ml and not more than 10 ml of the
resulting liquor should be aseptically introduced into an aerobic vial (in certain
clinical situations, an anaerobic vial is required). Large volumes (5-10 ml) increase
the sensitivity of the culture and are necessary for optimal isolation of whimsical
bacteria and fungi. If the volume of liquor is small from 2 to 5 ml, as well as liquor
from children - you should use aerobic bottles for children. Samples should be sent
to the laboratory for examination as soon as possible. This will increase the

>
>
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probability of detection of pathogens. During storage and transportation, excessive
overheating and especially cooling should be avoided (a thennos or a therma
container with a temperature of 35£1.5°C can be used). Cooling the liquor below
30"C leads to the death of meningococci. Storage and transportation time should
not be more than 8 hours. m / Yy i

3 63 In the study of body fluids from sterile normal cavities (pentoneal,
pleural, articular, pericardial fluid) for adults is recommended to take for each
aerobic vials from 5 ml to 10 ml, for each anaerobic vial of 2 ml to 10 ml of e
test liquid, for children of each vial must be from 2 ml to 10 ml. The puncture site
is treated with 70% ethyl alcohol, then with 1-2% tincture of iodine within 30
seconds. Immediately after the puncture, the biological fluid should be aseptically
introduced into the aerobic vial (in certain clinical situations, an anaerobic via is
required). The minimum volume of liquid for bacteria isolation is 2-5 ml, for fungi
isolation-10 ml. Samples should be sent to the laboratory for examination as soon
as possible. This will increase the probability of detection of microorganisms.
Store at room temperature (18-30°C) for up to 24 hours.

3.7 Results explanation

The human blood and body fluids usually has no bacteria. The bactenal
invasion can cause the bacteremia or septicemia. The patients with endocarditis,

endarteritis, early typhoid and brucellosis are considered to be suffering from the

bacteremia. Some other infections may he accompanied with intermittent

bacteremia. Various results of the blood culture should be analyzed according to
the specific situation. The culture results do not provide the exact bacteremia
indication.
3.7.1 Negative results
The negative results can be explained in the following ways.
(1) There is no bacteremia
(2) The patient has the clinical signs but the bacteremia was not detected

because of the following reasons.

> Local infection

S Fastidious bacteria, chlamydia and L-type bacteria samples
> Incorrect collecting time

S Using the antibiotic therapy before the examination

> Periodic bacteremia

Treatment measures (2);
> Blood samples re-collection and examination.
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3.7.2 Positive results:
(1) Once positive:

Pathogenic bacteria: Brucella, Salmonella ect. Bacteremia
> Saprophytes:  Propionibacterium,  Staphylococcus

>

epidermidis
Contamination
(2) Several times positive:
> The same bacterium: meningitis, endocarditis and bacteremia
> Different bacterium (due to immunosuppression): dermatitis and
bacteremia

LABSTARSO’

Once per 2 weeks

Once per 2 months
In case of the leakage or the bottle
damage, remove the spilled liquid
according to the decontamination
procedure recommended in the
laboratory. After the disinfection,
clean with the wet wipe (moistened
with water only) and rub dry.
Remove the samples spilled inside
of System and carry out the
disinfection according to the
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and failure to correct the error

4.2 The common failures and treatment measures

Error category

Main module power fail

Lost connection
between the PC and the
main module

Temperature Alarm

Detection stops for 30
minutes

Data loss
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Cause
No power cable or the
power cable unplugged.

The main module power
switch is in the “off’
position.

No data cable between
the PC and the main
module or it is wrongly
connected.

The temperature of the
incubator is too high

The temperature of the
incubator is too low

Solutions

Check the power cable
connection at both ends.
Set the power switch into
“On” position (it is located
in the lower right corner on
the back

panel).

main  module
Check the cable connection
at both ends. Restart the
main module.

1. Reduce the opening hours
2. Clean the filter screen.

3. Check the temperature of
the laboratory

If System is open or the

power failure lasts for over

30 minutes, all the culture

bottles should pass the

screening.

1. Copy the data and address
the distributor.

2. All the bottles should pass

the screening.



Culture bottle error

System cannot be
energized

System is full

The rotating speed of
the rotor is overrun

1. The bottle is
improperly installed in
the position

2. The bottle is unloaded
from the device

3. Wrong position No.

4. Position and control
device is broken.

Electric fuse blowing

The rotating speed of the
rotor is slow down
The rotor stops running

1. Place the culture bottle
properly

2. Get back the missing
culture bottles to the gaging
position.

3. Take out the bottle from
the error position and restart
System.

4. Turn off the damaged
bottle position.

Change the 5A 230V fuse

Take out the bottles with the
expired incubation time.

1. Confirm the placement of
the culture bottle is correct
2. Remove the reason of
hindrance

3. All the culture bottle are
rejected.

If it is not possible to correct the fault yourself, address the service

center of the manufacturer's authorized official in the Russian Federation

5 Transportation and storage

5.1 Transportation

The packed medical devices are transported by all types of the enclosed

transport according to the haulage rules applied for this type of transport.

Placing and fixing the boxes with the medical devices to provide their stable
position, excluding the possibility of the boxes displacement and their clashes and
Impacts with the walls of the transport facilities.

Transportation conditions:
Environment temperature rate: from minus 20°C to plus 55°C;
Relative humidity range: 45% - 95%;
Atmospheric pressure range: 50.0 kPa-106.0 kPa.
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5.2 Storage
When packing into the wooden boxes the allowable height of decking should
be indicated on the packaging places, but no more than 2 (two).
The medical devices should be installed and stored in the following
conditions to provide the normal performance:
> Environment temperature: from plus 10°C to plus 30°C;
> Relative humidity: 45- 85%;
> Atmospheric pressure: 86.0 kPa -106.0 kPa
> The device should be kept away from intrusion of dust, direct sunlight,
liquids, corrosive gases, vibration and high electromagnetie disturbance.

6 Warranty policy

The manufacturer guarantees the medical device compliance with the
regulatory requirements and manufacturers’ documentation in case of observance
of terms of transportation, storage and operation.

Operating life - 10 years.

Guaranteed service life - 1year since the purchase.

Guaranteed storage life - 2 years.

The manufacturer is not responsible for any inflicted damage or injuries
when operating the System until his fault is proven.

7 The medical device utilization and elimination procedure

The product is subject to disposal in accordance with the current legislation
of the Russian Federation at the time of disposal.

The components of the System belong to elass A "Epidemiologically safe
waste, the composition is close to solid household waste' and are disposed of in
accordance with the requirements of SanPiN 2.1.7.2790-10.

Biological samples may contain pathogenic microorganisms, including
hepatitis b virus and human immunodeficiency virus (HIV), so the media in the
vials belong to class B - "Epidemiologically hazardous waste”™ and require
appropriate precautions for their disposal according to SanPiN 2.1.7.2790-10

Used bottles are subject to disinfection. Ifthe laboratory is equipped with an
autoclave, the disinfection is performed by autoclaving (exposure to water vapor
under pressure) at a temperature of 121°C and a pressure of 1.2 ATM. 20 minutes.
Bottles with the remains of blood or other biological samples, closed with lids, are
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collected in containers or plastic bags, suitable for the physical method of
disinfection, resistant to liquid leakage, and placed in an autoclave. After
autoclaving, the waste is moved to yellow bags labeled "'class B Medical waste™.
The person responsible for the collection of waste in this medical unit ties the bag
or closes it with tags or other devices and indicates on the label the date, time.
Name Of the responsible person. Packages are removed to temporary storage of
waste for subsequent removal and disposal. If the laboratory is not equipped with
an autoclave, disinfection is carried out using other methods established by local
rules and regulations.
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8 Appendix A
The information about the examination with the use of American typical
culture collection (ATCC) strains.

Strains

Neisseria meningitidis

Haemophilus influenzae

Streptococcus

pneumoniae

Streptococcus pyogenes

Pseudomonas eruginosa

Candida albicans

Staphylococcus aureus

Escherichia coli

Alealigenes faecalis

Clostridium histolyticum

Clostridium perflringens

Bacteroides fragilis

Bacteroides vulgatus

Strain code

ATCC 13090

ATCC 19418

ATCC6305

ATCC 19615

ATCC27853

ATCC 18804

ATCC25923

ATCC25922

ATCC8750

ATCC 19401

ATCC13124

ATCC25285

ATCCB8482
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Conditions

Temperature

(€)

35

35

35

35

35

35

35

35

35

35

35

35

Time
(h)

<72

<72

<72

<72

<72

<72

<72

<72

<72

<72

<72

<72

Pathogenic
microorganism detection
method
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System
The culture detected by
System

Results

Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system



9 Appendix B
Safety requirement, test method and inspection rule (according to the
GB4793.1-2007 standard)

BO Application condition of the instrument

a) For indoor use.

b) Temperature: 10-30°C

¢) Humidity: No more than 85%

d) Power condition: The power fluctuation is no more than 10% of the standard
voltage

e) Overvoltage category: The transient overvoltage category Il

) Pollution level: Grade Il

B 1 Mark and file

Bl.I Mark

B 1.1.1 Overview

Requirement: The words and symbols marked outside the device should be

conformed to the requirement of 5.1.1 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

Bl.1.2 Mark

Requirement: The mark indicated on the device should meet the requirement of

5.1.2 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B 1.1.3 Mains supply

Requirement: The mark indicated on the device should meet the requirement of

5.1.3 in GB4793.1-2007.

a) Nature of supply.

b) The rated value of the supply voltage.

¢) The maximum rated power.

Test method: Check the quality using visual inspection.

B1.1.4 Fuse

Requirement: It should meet the requirement of 5.1.4 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B 1.1.5 Terminal, connector and operation equipment

Requirement: The purpose of the terminals, connectors and indicators should be

specified if it is necessary for safety. If there is no enough space, the symbol 14 of

Table 1 can be used.
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CEPTHOUKAT

/TMoroun; Kutafickuit KOMUTET cOZieliCYBRA Pa3sBHTHIO MEXXYHApOAHO! TOproBiH/

Kurafickull XOMHTET COQSHCTRHA PR3BHTHIO MEXIYHAPOAHON TOProRiK FBaReTCA Kuratickoi Me&xTyHapoanoli Toprosoi nanaToh

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




ITepesoa ¢ kuratickoro 1 aHTMACKOTO S36IKOB Ha PYCCKHHA A3bIK

{JToroTHn KoMHTeTA/

KuTajickuii KOMHTET coaeiicTBHS PA3BAUTHIO MEXAYHAPOAHOH TOProBJIH
Kuraiickas MeXXIyHAPOIHAS TOProsad najara

CEPTHOHKAT

/QR- xox/
Ne 193700B0/011935

HACTOSIIIIUM  CBUIETEJILCTBYEM, UTO: nevars komnawuu  «CHHBKI
BUOJIODKUKAJT TEKHOJIO/DKH KO., JITH.» (SCENKER BIOLOGICAL TECHNOLOGY

CO., LTD.) B npunaracMoM JIOKYMEHTE SBNSETCA MOATHHHOM.

/ARCHTUYHBIN TEKCT Ha GHTTHHECKOM A3kIKE/

/Tucuenas neqars: CepTHiukauus *
Kuralicknit KOMATET COACHCTBAA PA3BHTHIO
MEKIYHApOAHOH TOPropin/

Kuraitcknii KoMuTeT COIEHCTBHA
PA3BHTHIO MCKLYHAPOAHOH TOProBIM
Mlevats: Ceprudukauus *
KuTa¥ickuit KOMUTET CONCHCTBRA PA3BHTHIO
MEKIYHAPOIHOK TOProBiH/

[Tommucs yIoNHOMOYEHHOIO NUNA: /MOANMCH
[Mao FOusuze
Hara: 23 centabpsa 2019 .
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[ SCENKER YIPEPARD

SCENKER Biological Technology
Co., Etd.

Llyin E3/3aKOHHbI

npeactasmtens /Mognuce/

«12» ceHTA6pa 2019 .

/Mevatb: «CUIHbK3 Bronomkukan TeKHONOMKN
Ko., JIta.»
(SCENKER Biological Technology Co., Ltd.)/

AHanusartop 6aktepuonormnyeckuin astomatuyeckmii KOHOH3. LABSTAR 50

C NpnHagne>xxHoCTAMN

PYKOBOACTBO no 3KCIAYATALNW
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Flepeson ¢ KMTAKCKOrO W AHITHACKOTO AYLIKOE Ha pyccruit A3BIK

[peauciosue

BrarojapuM Bac 3a mpuoOpeTeHHE AHRTH3ATOpPa 6aKTepHOIOTHYECCKOrO
asToMaTHueckoro vogean LABSTAR 50

AHamm3aTop GakTepHoTOrHyecKuit asTomatuuecknit LABSTAR 50
oGecnieumBaeT OGHICTPHI POCT MHKPOOPraHU3MOB H  TIPEAHASHAUCH A1
KyILTHBMPOBAHUS W OOHAPYXKEHWA NATOTEHHLIX KyILTYp B KpPOBH W JpPYTHX,
OOBIMHO CTEPHILHBIX, (H3HONOTHYCCKHX HHAKOCTAX. AHann3arop TO3BONACT
OLICTPO ¥ TOYHO ONMPENEIATL HATMYME MATOrCHHBIX MHKPOOPraHu3MOB B KPOBH
NalHEnToB ¢ cencucoM, Gaktepemueii U T.M. KpoMe Toro. AasHOE YCTpOHCTBO
MOHO HMCIIOT1630BATE LTA BLIABIEHHS TATOTCHHBIX MHKPQOPraHU3MOB B 00BMHO
CTEPW.TBHEIX TIONOCTAX OPraHW3Ma MallMeHToB (nojtocTs  rPyAHON KIETKH,
GproulHad MOI0CTh, CYCTaBHBIE INCAH, TOJNOCTS OKO:JOCEpIeYHOR CYMKH,
CIIUHHOMO3TOBasl TOJNOCTE W T.A.), YTO I103B014€T OBHICTPO MOCTABHTH KIUHUYECCKUR
ARArHo3 W HasHAUMTE IPPEKTHBHEIA KyPC NEUEHHA.

B naHHOM PYKOBOJCTBE COAEPIKHTCA uudopmauus, Heobxoanmas s
IKCTITyaTallii ¥ TEXHAYECKOTo 00CTyKUBaHKA yctpotictsa. Crporo cobmomanTe
TIpHBEJCHHbIE B PYKOBOACTBE yKa3aHHA. "JTO TIO3BONMT MPOMTHTE CPOK CIYKOBI
yCTpoHCTBa.

B KOMIUIEKT IOCTABKM AHAIN3ATOPA BXOAMT CETCBOHM IIHYp NHTAHUA,
ofcceunBAOMIH  GEIONIACHYI0  JKCIUIYaTalMio M HaJeKHOE  3a3CMIICHAC
ycrpoiictea. ClietHTe 3a TEM, yToObl NAHHEIH ceTeBol mWHYp OB Hampamyfo
moakmoden K  Tpexdasuoll  3NeKTpuuecKo#  poseTke € 3P PEKTHBHEIM
3azeMJIcHHEM. JTO rapaHTHpyeT 6e30nacHyo IKCIUTYaTalHIo yCTpOHCTBa.

AHAH3aTOp PEKOMEHJAOBaH ANd  HCIONb30BAHMA B naboparTopHu.
oTBeuaromeil TpeGoBaHuAM YpOBHA 2 Guonormyeckoit GesonacHoctw. B xone
* JKCIITyaTauy  YCTpoHcTBa HeoOX0AMMO  TIPHHAMATH  MEPBI Ono3aluTH.

McnioNb3oBaHHbie  (GMAKOHEl TEpeA  yTUNM3aUMeR moanekar CTEepHIHIAUWH
ABTOKJIABHPOBAHHEM WK 00€33apAXKUBAIOTCA € UCNIONILIOBAHUEM ApYTHX METOLOB,

YCTAHOBJICHHBIX MECTHLIMH HOpMaMH H MpaBUIAaMH.
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TMepeBoa ¢ KUTaHCKOrO W aHTTHIACKOTO RILIKOB HA pycckwit A36TK

AHanu3aTop HeE COACpXKUT ACTaiueil, KOTOpHE TpeOyioT 3aMEHE
nonb3oBareleM Ha MecTe dkcrtyatauud. He paibmpalite kopiryc yCcTpo#CTBa
CaMOCTOSATENEHO.

Tipexze weM NMPUCTYNHTE K JKCILTyaTalWu yCTPOHCTBA, PEKOMEHIyCTCH
BHHMATENBHO 03HAKOMUTBCA C AaHHBEIM PYKOBOACTBOM. B cilyuac BOSHHKHOBCHHA
KaKnX-uG0 npob1eM B X0A€ FKCMTYaTAUWH YCTPOHCTBA WITH TIPA HeoOX0AHMOCTH
TexHuueckol  KoHcyTbTaumum  npock0a  ofpawaTecd  HampiaMyr K
YNOJIHBOMOYEHHOMY MPEACTABATEIIO NPOW3BOAUTE.TA B Poccuiickoli deacpaluu.

Ha poinke P® n3zeaue Gyaer o6pallaThCa ¢ MCMOIB30BaHMEM TOBAPHOTO

snaka FOHOHA®,

JlaHHelc Ha H3J€IHE!

Jiuuen3us Ha nponssogacTeo Ne: L.S.Y.J.X.S.C.X. Ne 20110052

JlaTa W3roTOBNCHHUA: YKa3aHa Ha (upMEHHOI TaGmike.

Craugapt Ha wazenue: YZB/ LU 0278-2012 o1 01 despans 2014 .

Jlata mepBoHaYANbHOTO BHTycKa PykosogcTsa: 01 deppans 2014 T.
« Jlata nepecvotpa: 01 aekabps 2014 r.

Bepcus PykoBoJCTBA AU PErHCTPalUy B Poccniickoit Oeaepaunn:

v.2 o1 12 centabps 2019 1.

Kowmmanns Scenker Biological Technology Co., Ltd.
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Tlepenoa ¢ KMT2HCKOro W aHrIuiickoro A3bIK0B Ha pYCCKUT SIBIK

OraaBnenue
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TMepeeon ¢ KUTARCKOrO H AHFAMIACKOrO A35IKOB HA PYCCKHHE A3bIK

1 Madopmarmst 0 MEAULIMHCKOM H3JCIHH

1.1 HanMeHOBaHHE MEIHLUHCKOTO H3ACIHA
«AHanuzaTop  OaKTepHONOTHYeCKHH  aBTOMATHYECKHH IOHOHA®
LABSTAR 50 ¢ npaHajIeKXHOCTIMM» (Janee 1o TeKCTy — aHaHu3aTop).

1.2 Cenenus o npou3BoAUTENe MEAULIHHCKOTO H3AETHS

SCENKER Biological Technology Co., Ltd., East End of Weier Road,
Fenghuang Industrial Park, Liaocheng, Shandong Province, China, 252000,
tel. (86) 800-860-8018

(«CHHBK?D Buonomxukan Texnonomxu Ko, Jita.», BOCTOYHa® CTOPOHA
Baitep Poya, mpomuiuiieHHas 3oHa ®3mxyad, JIZ0UdH, NpOBHHLIMA IlanbayH,
Kurait, 252000, Tei. (86) 800-860-8018).

1.3 CBenenua 06 yNOIHOMOYEHHOM NPEACTABHTEIE MEAHLIMHCKOTO H3ACTHA

[To BompocaM Kavecrsa W OOCHYXHBaHHA MEAMLUHHCKOTO H3CIHA

«AHanM3aTop 6aKTepHONOrMYeCKHH aBTOMaTHYeCKHH IOHOHA® LABSTAR,

BapHaHTH! HCIIO/HEHHA: JOHOHA® LABSTAR 50, OHOHA® LABSTAR 100 ¢

NpAHALNEXHOCTAMMY», npou3sosicTBa SCENKER Biological Technology Co., Ltd.,
Kwutaii (per. ymocroBepenwe B P@® Ne ), ofpamatecs K ynonHOMOUCHHOMY
npencTaBHTeNs npousBoauTens B Pocculickoi denepauui:

O611eCTBO C OrpaHMYEHHON OTBETCTBEHHOCTIO « TpHONpOMTper» (000
«TpuonpomTpeiim),

P®d, 620028, Crepanosckas o6, T. Exatepun6ypr, yi1. Knposa, . 28/
Tonenosa, a. 43., Ten.: +7 (343) 270-75-00, Pakc: +7 (343) 246-91-56.

E-mail: info.triopromtrade@mail.ru

2 Onucanue ¥ pabora

2.1 Kpatkue cBeaeHHs O MEAHUMHCKOM H3JENHH

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU 7




2.1.1 HasHauyeHune MeANLNHCKOTO n3genus, YCTaHOB/NEHHOE
npon3BoAnTeNnemM

AHanusatop npefHasHayeH [O18 KY/bTUBUMPOBAHUA U OOHAPYXEHUS
NaTOreHHbIX MUKPOOPraHNM3MOB B KPOBU U APYIMX CTEPUJIbHBIX GMONOrMYECKUX

XUAKOCTAX OpraHu3ma yenoBeka (1yopecLeHTHbIM MeTOLO0M.

2.1.2 O6nacTb NPUMeHEHUs U NOTeHLUMaNbHble NOTPEOUTENN MeANLNHCKOTO
nsgenns

MpuUMeHsieTca B MEAULMHCKUX YUPEXAEHUNAX, KNUHWUKO-AMArHOCTUYECKNX
LeHTpax. [o/b30BaTeNsIMUN SBNSKOTCS KBAMPULMPOBAHHbLIE NPO(ecCrOHabHbIe
MeAULUUHCKME pPabOTHUKK, 3aHATble B MPOBEAEHUN MUKPOBMONOTMUYECKMX

nccnenoBaHuUim.

2.1.3 lNoKa3aHMa K NPUMeHeHUo

Tonbko gns in vitro gnMarHocTMKn. Heob6XoaMMoCTb Ky/NbTUBMPOBAHUA W
BbISIB/IEHNS MATOreHHbIX MUKPOOPraHM3MoB B 06pasuax KpoBu U ApYrnx B HOpPME
CTEPUNbHbLIX BUONIOTMYECKMX XUAKOCTAX OpraHu3Ma 4esoBeka npu NMpoBeLEeHUN
MUKPOONONOTUYECKUX WCCNeJ0BaHNIA C LEeNblo MOAAEPXKN AMArHOCTUKKU MNpu
MOLO3PEHUN WU KIMHUYECKU YCTAHOBNEHHON WHMeKLMM KpoBOTOKa /iM60
NOKaNbHOTO FTHOMHO-BOCNANNTE/IbHOTO npouecca c NCMosib30BaHNeM
cneumnanbHbIX (NakoHOB C nuTaTenbHOW cpepgoit npomssoactea SCENKER

Biological Technology Co., Ltd. (per. ynoctoBepeHue B P® Neo J:
. Cpepa nutaTenbHas Ans KynbTuBMpoBaHMA aspob6os FHOHOHa Bo

(hnakoHe (LBET 3TUKETKM U CbEMHOIN KPbIWKN - KPacHbI, YCNOBHOE 0603Ha4YeHne

—CTaHAapTHaa nuTaTeNbHas cpefa npefHasHayeHa Ans B3POC/bIX NaLMeHTOB,
He NPUHUMaBLLUNX aHTMOMOTUKKN, 06bem Buonornyeckoro obpasua ot 5 mn go 10
MA);

. Cpefa nutaTenbHas C HeWTpanusatopamyM aHTUOMOTMKOB  ANA
KynbTUBMPOBaHUA aspo6oB HOHOHA® Bo (nakoHe (UBET 3TUKETKM M CbEMHOW

KPbILKW - CUHWUIA, YCNOBHOE 0603HAYeHMe W) - NUTaTeNbHas cpeja npejHasHavyeHa
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[/1A B3poC/bIX NauMeHTOB, NPUHMMABLUMX aHTUONOTUKKN, 06bEM GMONOTNYECKOro
o6pasua ot 5 mn go 10 mn);

. Cpefa nurtateflbHas € HeWTpanm3aTopamum aHTMOMOTMKOB  ANA
KynbTuBMpoBaHns aHaspo6os FOHOH3.® Bo hnakoHe (UBET 3TUKETKU U CbLEMHOW

KPbILLKW - >XeNTO-OpaHXXeBblil, YCNI0BHOe 0603HayeHWe ) - nuTaTeNbHas cpeja
npefHa3HayeHa Ans B3POCNbIX MauMeHTOB, NMPUHUMABLLUNX aHTUOUOTUKK, 0O6bEM
6uonornyeckoro obpasya ot 2 mn go 10 mn);

. Cpepa nuTtatenbHas AN [eTel C HeWTpanm3aTopamMy aHTUOGMOTUKOB
ANA  KynbTuBMpoBaHusa aspobos HOHOH3® Bo ¢nakoHe (UBET 3TUKETKM MU

CbEMHOI KPbILWKK - PO30BbLI/A, YCIOBHOE 0603HaYeHWe ) —nuTaTenbHas cpeaa

npefHa3HayeHa Ans getein, 06veM 6uonornyeckoro obpasuya ot 2 ma go 10 mn).

2.1.4 TTpoTMBONOKa3aHUA:
He ucnonb3oBaTb aHanM3aTop ¢ plakoHamMmu Apyrux Nnpovu3BoanTenen.
He wucnonb3oBatb aHanu3atop AN  LUenel, He MpefyCMOTPEeHHbIX

Mpon3BognNTENEM.

2.1.5 MNpepgynpexpaeHusa

MepBUYHbIA  MOHTaX  aHanu3aTopa [AO/MKEH  OCYLLECTBNATHCS
cneymnanncTom, HanpaBfeHHbIM AN 3TOW  Uenu YNO/THOMOYEHHbIM
npeAcTaBuTeneM npoussoanTens B Poccninckon deaepauunn.

Mpexpae 4em nNpUCTYNUTb K paboTe C aHanM3aTopom, HeobXoaMMo
03HAaKOMMUTLCA ¢ PYKOBOACTBOM MO JKcnayatauum ans obecnevyeHms 6e30nacHom

N 3 (PeKTUBHOM paboTbl 060PYyA0BaHNS.

2.1.6 Knacc pucka u npMMeHuUMble KnaccugurkaymoHHble npasuna

Knacc noTeHUManbHOro pucka MNPUMEHEHUA MeAMLUHCKOro W3fenns B
COOTBETCTBMM C HOMEHKNATYPHOM Knaccugukaymen MeguUUHCKMUX n3gennin —2a
(n. 9.6 npukasa MuHsgpasa Poccum ot 06.06.2012 r. No 4H).

CornacHo [AupektnBe «O MeAUUUHCKUX  U3[LENUAX»,  BbINYLLEHHOM
Kutaiickum ynpaBfieHWEM MO KOHTPO/IO 33 MeAUUMHCKAMWU  U3JeNNAMU 1

nekapcteamn B 2002 rogy, usgenve KnacCupuuMpoBaHO KaK «KANMHUYECKOoe
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[Teperon ¢ kuTalicKOro H aHrMACKOro A3LIKOB HA pyccku A3nIK

oBopyAoBaHHE VIS TECTHPOBAHUA H anamusa 6840» M OTHOCHTCA KO BTOpOMY

KIIACCY MEIHLMHCKAX W3JICHH.

2.2 TexHuueckoe ONHCaHHe, MapaMeTpbl H XapaKTEPUCTHKH MEAHLIMHCKOTO

H3OCHNUA

2.2.1 Onucaxue

JlaHHBI} aHANK3aTOp MpeAcTaBIAeT coBON aBTOMATHHECKYIO CHCTEMY JUIA
HeNpepLIBHOTO KyJIbTHBUPOBaHHA ¥ aHanusa. B OCHOBHOM MOIYJIe aHAIIH3ATOPa
Ge3 BMeLIATENLCTBA TICPCOHANZ NPOMCXOOMT HHKyGauua ¢nakoHoB € HX
OHOBPEMEHHEIM MOKAYMBAHHEM JUIsi CTHMYJIALMH pOcTa M MOHHTOPHHIOM
U3MCHEHHS CBEYEHHS.

B ananusaTope HCHob3yeTcA (IyOpecUEHTHbIH METOX obHapyXeHHs
MHUKpOOpraHu3mos. B auuimme ¢1akoHOB NpeayCMaTpHBAETCA ONTHYECKHH
YYBCTBUTENBHBIM 31eMEHT (TOTHMEpPHBIH CEHCOp), KOTOpLIH MOA AEHCTBHEM
TPOAYKTOB MeTaGonu3Ma GakTepuii HAUMHAET CBETHTLCH, TIPHHEM C YBEIHCHHEM
KONHYecTBa Gaxrepyil MHTEHCHBHOCTB CBEHEHHA BO3pacTaeT. B 3aBUCHMOCTH OT
XapaKkTepa M3IMEHEHHs CBEYEHMA CHCTeMa ONpeJeNfeT HAIMIMe pocTa
MHKpPOOPTaHH3MOB.

Anamssatop obecnieunBaeT GHICTpOe M TOMHOE OOHapyXeHWe MATOrCHHLIX
MBKPOOpraHH3MoB B 00pasLax KpOBH NALMEHTOB C CENCHCOM, GakTepHeMuei
u 1.n. Kpome Toro, nannoe MU Moxer GHITE HCMONB30BAHO JUIA BRIABICHMA
MATOTEHHBIX MHKPOOPFAHHIMOB B JIPYTHX 2CENTHYIECKHX XUIKOCTAX OpraHuiMa
yeNoBeKa, YTO MO3BONAET GHICTPO MOCTABHTH KIMHMYECKHH JHArHO3 H HA3HATHTL
3¢ GeKTHBHBLIN KypC JIeUeHUs.

AHamM3aTOpPH paccyuTaHs! Ha paboTy TONBKO CO  CHELMANbLHBIMU
dnakoHaMM, COAEpXalUMHM  HeoOxXozuMble — pPeareHTsl JUIA  BBIABICHHA
MHKpPOOPraHn3MOB B ofpasie.

Cucrema oOpabaTeiBaeT CHrHal, MONYYEHHBIH OT JAAaTYMKOB KaKIBIE
10 muuyt. [IpH BbIBNEHHH NONOXKHTEILHBIX npo6 cpabarbiBaeT BU3YalbHasA
cHcTeMa oOrnoBemieHHs Ha MoHmTope. bBomee 90% TONOXHTENBHBIX npob

oBHapyKHBAIOTCS B TEYeHHe 24 4acoB.
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[epeBon ¢ KMTAHCKONC H aHMKUACKOTO A3LIKOB HA PYCCKHHE AIBIK

[Ipy OTCYICTBMM pOCTAa B TEUYEHMH YCTAHOBJIEHHOrO MakCHMallbHOro
BpEMeHH KyJIbTHBHPOBAHHA, CHCTEMa BBIIACT OTPHUATEIBHEIA pesylbTar
BU3yaIbHBIM criocoGom omosellenus. Ilocne yero ¢GpnakoHs! MOXHO M3BAEHD W3
npubopa.

Tak xak cucTemMa paGoTaer ¢ KaxObM (akoHOM HHAMBHAYaIBHO,
HCCTIe/IOBaHHE HOBBIX 06pa3lioB MOXHO HAYHHATh B JIFOGOH MOMEHT.

Jlina yroGcera paGoTsi ¢ JAHHEIMK HMeETCsl CKaHEp WTPHX-Ko/a.

Cuctema obnajaer cneayolWdMH GyHKIMIMMU:

e (DyHKUMA NOACKA3KHM B CITy4ae HENPaBUIIBHOH yCTAHOBKU ¢iakoHa.

o @OyHKUMS  aBTOMAaTHYecKoro  OOHapyXKeHHs  H KaTHOpOBKH

obHapyKeHHOr0 ToNoXeHHs  (IakoHa, aBTOMATHYMECKMH  KOHTPOJb

KauecTBa.

o KommpioTepHslii MHTepdelc aHanu3aTopa NO3BOJMAET BBHIBOAUTH HA

sKkpaH B rpadudeckoM Bane MHGOPMaUMIO O TONOKEHHH ¢akoHOB B

CHCTEME M YCIOBHAX HHKyOaLKH.

* e TlpenycMaTpuBaeTcs BOIMOKHOCT COCTABICHHMA CTATHCTHHECKMX

OTYETOB 00 HCCIEAOBAHMAX B JIIOOOH MOMEHT BPEMEHH.

CucteMa npocTa B o6cnyXHBaHHY M HAJIKHA B 3KCIUTyaTallHH.
2.2.2 CocTaB MEAULMHCKOTO H3JeNus, NepeyeHb HCNONHEeHHH
B cocTaB aHanu3aTopa KOHOHA® LABSTAR 50 BxonsT (puc. 1):

] OCHOBHO# MOAYIb;

° iLIHYp MUTAHUA CETEBOH OCHOBHOTO MOJYJIA,

° KOMIIBIOTEp ¢ NMPeXYCTAHOBIEHHBIM TPOrpaMMHBIM obecrnieueHHEM;
+ ° kabess KOMMYHHKALMOHHBIN;

* LIHYp THTaHHA CETEBON KOMIBIOTEPA;

. YCTPOHCTBO CYMTHIBAHHMSA WITPHX-KOAO0B (IpH He0OXOAUMOCTH).

2.2.3 INepeueHb NPHHALIEKHOCTEN
TTprHANNEXHOCTH, KOTOPBIS TPEIYCMOTPEHB! AN paboThl C aHANHU3aTOPOM:

L MOHHTOP CO LIHYPOM ITHTaHUA;
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KnaBmaTtypa;
MaHUNYIATOP TUMA «MblLLb»;

Kabenb CUTHaNbHbIN.

Puc | -AHawsaTop 6akTepuonornveckuii asTtomaTuueckuin KOHOHa LABSTAR B0
C NPUHAfNe>XHOCT AMU
| - OCHOBHOWV MOAyNb, 2 - KOMNbOTeEP, 3 - MOHUTOP, 4 - KYaBnaTypa, 5 - Mbllwb, 6 - cCKaHep,
7 - MHAUKATOp NUTaHuaA, 8 - MHANKaATOp TemnepaTypbl, 9 - NporpaMmmHoe obecneyeHune

2.2.4 O6llee onucaHMe OCHOBHbIX (DYHKUWMOHANbHbIX 3M1EMEHTOB, 4acTei,
cocTaB, PYHKLMOHaNbHbIE BO3MOXHOCTU

2.2.4.1 OCHOBHOW MOAy/b

OCHOBHOI1 MOAY/b aHanM3aTopa COCTOUT U3:

. MOBOPOTHOM KOHCTPYKLUUW C A4eikaMmu Ans hnakoHoB,
. 3NeKTPUYEeCKOro npmBoja,

. (hOTO3NEKTPUYECKOW CUCTEMbI OOHAPYXKEHNS,

. CUCTEMbI KOHTPOJIA Temnepartypsl,

. rNaBHOM Natbl yNpaB/ieHWs.

AHanunsatop LABSTAR 50 nmMeeT KOHCTPYKUMIKO NMOBOPOTHOIO POTOPHOTIO
cTona. Lukn paboTbl aHanmsaTopa (PeXXuUM CKaHMPOBaHUSA) NPOUCXOAUT KaxAble

10 MUHYT. Ha OCHOBe AaHHbIX W3MEPeHWUs aHaNMTUYeCKWUii GNOK CUCTEMHOTrO
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TlepeBon ¢ KHTACKOro W aHINHHCKOTO A36IKOB HA PYCCKHI A3BIK

KOMIBIOTEpA CO3NACT KPHUBYKO POCTa, BHA KOTOPOﬁ IIO3BOJIACT CACIATH BBIBOA O

HANMYHM WIH OTCYTCTBHHM NATONEHHBIX MUKPOOPTAHM3MOB B IaHHOM ofpasye.

Puc.2 - ITosopomuuiii pomopwwiii cmon ararusamopa LABSTAR 50

IMoBopoTHBIH cTON MpeAcTaBaseT cobofi KPYIrylo INIOCKOCTE JHAMETPOM
460+timMM u TonmuHodi 80+Imm. Ha mnocKOCTH pacnooXeHsl OTBEPCTHA —
A4eiiky, KyJa noMewmaiotcs duakonsl. Juamerp otBepetuit 36,5(10.1-0.3) Mm.

Sluejiku 1ana QnakoHOB Ha moBopoTHoM crone Mozemn LABSTAR 50
pasfeNeHHl Ha TpH KpYIOBHIE CeKUWH: BHYTpeHHIOW (A), cpemmioe (B) n
HapyxHyio (C). BmecTuMocTs — 50 ¢akonos. SAueiixu npoxyMepopassl ot 1 10
50: A01-A10, B01-Bi7, C01-C23. JSIgeiiku CB43aHBl C TpeMA KOMIUICKTaMH

BBICOKOYYBCTBUTENBHBIX ITyOPECIIEHTHEIX 1aTYHKOB.

Puc.3 — Nasnviii sxpan LABSTAR 50. Kpuseas pocma

DNeKTpUYecKHii MNpHBOA - OSTO YOPABIAEeMas 3IEKTPOMEXaHH4ecKas
CHCTEMd, TNpeAHasHauYeHHas s NpeoGpa3oBAHHA INEKTPHYECKOH IHEPIMH B
MEXaHHYECKYIO ¥ OGPaTHO M YNpaBIeHHsA ITHM NPOLIECCOM.
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IMepeson ¢ KHTAHCKOrO M aHrIHHCKOrO S36IKOB HA PYCCKHH A2BIK

Puc. 4 - Momop-pedyxmop

CHCTeMa COCTOMT M3 MOTOP-PEAyKTOpa — Yyalia, COBMEIIAIOmMEro pyHKIMU

penyKTOpa W OSMNeKTpoABHrarens. B KayecTBe JNEKTPOABMTaTed NPUMEHACTCA

» nATHdA3HBIH MIArOBEIA ABHraTe/lh KOMOHHMPOBAHHOTO TUIIA € PEAYKTOPOM CEpiH
AK-GB, nponssoautens Autonics Corporation, Kopes

IIpueos mnpeHAsHayeH A KOHTPONA HAJ LIArOBRIM - JIBHIATCICM.

Hcnonms3yeTcs NPHBOL  MORENH MD5-HF14, npou3BORUTENb Autonics

Corporation, Kopes

Puc. 5 - Ipusod
TTpuBoa B CBOIO OUepellb NONydaeT KOMaH/bI OT CHCTEM YNPaBICHMA Sonee
BLICOKOTO Kiacca — KoHTponnepa cepuu PMC, npouspoautenb Autonics
Corporation, Kopes
DoTOINEKTPHUYECKAs CHCTEMA OGHAPYKEHUS — 3T0 GJIOK ACTEKTHPOBAHHA,
coCTOoANM M H3 KOMILIEKTa JaTYHKOB.

14
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IMepesoa ¢ XMTAHCKOrO H AHIAHACKOrO A3HIKOB Ha PYCCKUH A3bIK

Puc. 6 - Pomos3eKmMpUNECKaR CUCmeMa oBHAPYHCEHUR

Jlatunk coctomT M3 4 Tesepupylomux Tpybox u 1 ¢oTodMEeMEHTa-
npueMHHKa. B KauecTBe HCTOYHMKA HCNONB3YIOTCA 4ETHIpS CHMMETPHYHO
PACTIONIOXKEHHEIX ~ KPAaCHBIX  cBeromoja.  POTOINEKTPHYECKMA  MIEMCHT
pasMelaercd TOYHO B LHEHTpE IO OT HOHIEHHI0O K OCAM CHMMETPHH YETHIPEX .
reHepupyIOIDHX TpyGOK, 4ro Mo3BongerT ofecneyuts OGonee paBHOMEPHOS
cBerTonponyckaHue. CBeT, OTpaxeHHBIH OT JAHa (QUaKoHa, MNONAJAeT Ha
GOTOSNEMEHT-PHEMHHK, TA€ [POHCXOMMT MpeoGpa3oBaHME ONTHYSCKHX
CHTHAIOB B 3JIEKTpUYeckHe. 3TH CHIHAIBI, B CBOIO O4Yepeab, MPOXOUAT Hepes
OnoxM ycHNeHus H TpeoOpa3oBaHusi aHANOrOBOTO CHIHAIA B AUCKpETHBIH.

- JuckpeTHble CHrHanbl 00paGaThHIBalOTCA B AHATHTHYCCKOM 6l10Ke CHCTEMBOIO

kommsiotepa. JiTHHa BOJIHBL AeTekTopa: 630-650HM

g Puc. 7 — Hpurnyun o6RAPYICEHUA C UCNORLIOBANUCM CHCMEMB
I-nepedalowsas mpybixa, 2-nosumepratii cencop, 3-@naxon ¢ numamenoroi cpedoi,
4-ompadcicaiowuiic ceem, S-npunumaiowas mpybxa.

CucteMa KOHTPONS TEMIIEPAaTYPH — 3TO CHCTEMa, KoTopasd ofecnie4HBacT

NOCTOSHHYIO TEMIEPATypy BHYTPU aHAN3ATOPa, HEOOXOAUMYIO JUIs PAaBHABHOTO

KYNbETHBHPOBaHHA. CucTeMa COCTOMT M3 HAarpeBaTelli, BCHTHIATOpA OXJTAKACHHA,

15
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[Tepenoa ¢ KUTalCkOro N aHrMUIHCKOTO AIBIKOB HA PYCCKUN KIBIK

HaTYHKa TEMIICPATYPhl H perynupymoliero ycrpoiictea. Jaruuk TeMmepatyphl
nepenacT TeKyllee 3HAYECHHE TEMIOCpPATyphl Ha pEryIdpyIollee YCTpPOHCTBO,
KOTOpOe Ha OCHOBAaHHMM IOJIY4EeHHOH MHOpManui BuipabaThiBaeT ynpaBnsiollee
Bo3zieicTBHE. [lanee CUrHan NOCTYNaeT Ha MCIOMHHUTENEHOE YCTPOACTBO, 3a4ava
KOTOPOrO BBHIMONHATE Takde GYHKUMM, 4TOOBl NOAJEpPKHBAaTh IOCTOAHHYIO
TEMNEpaTypy Ha HYKHOM YpoBHe. B ToM cmyuae, ecnu Temnepatypa
KyJbTHBHPOBAaHHA BRIXOTHT 33 paMKH AOMYCTHMOIO AMana3oHa, HOJaeTcA CHTHAI
Ha KOHTPOJUIEPH! IMIaBHOl IUIATEl YIIPABICHHUS.

I'maBnas mnara ynpasnenus — 3T0 IUiaTa, KOTOpas BIUIIOYaeT B cebd nanenb

KOHTPOJIA MUTAHUA ¥ KOHTPOJLUIEPhI IPHEMA CHIHAJOB.

Puc. 8 — IMasnan nrama ynpaenenus

Dareene C porageresTopa
Warossiih anfasnrarens

4
Hausaoran -

doToInerTRnecHme

CursanasHan
ARTUANM MNpvisog,
naara :
AITYnK TeMNERITYPN

I
Harp

BAOK NNTHKS ?
1
Jariui OTHPGITHA ABEPNH
INENTPOMATHITHR
SAMOH ABEPH
Nomnasorep - BaNTUARTOD CRADMASNMA
+ PCIB31Y [(rnasra cEopa AasHbix)

Puc. 9 - Hpunyunuanonaz cxema patomu: anarusamopa LABSTAR 50

16
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TlepepoR ¢ KHTACKOro H AHIIHRCKOTO A3LIKOB HA PYCCKMil A3bIK

2.2.4.2 llInyp nATaHUA CETEBOM OCHOBHOIO MOAY/A

llHyp TNHUTAaHHA CeTeBON NpeJHA3Ha4YeH IUIA TOAK/IIOYEHHS OCHOBHOrO

MOJYJISA K CETH.

Obnanaet cneayoIUMU TEXHUYECKMMU XapaKTCPUCTHKAMH:
Kurtatickuit cranpapt: CPCS-CCC

Monens:PSB-10/ST3

PasveM THNA [, TpH NNOCKMX KOHTAaKTa

MakcumansHas nonycruMas Harpyska: 10A/250B

Juna, He MeRHee: 1 M

Puc. 10 - Hinyp numanua cemeaoii 0CHO8HO20 MOOYIR

2.2.4.3 Komneiotep ¢ npeaycranoBneHHEM [10.
a.  Kommsiorep obnagaer cieyOIMHMH XapaKTEpHCTHKaMH,

yxa3aHHBIMH B TaOnuue 1

Tabnana 1. XapakTepACTHKH KOMIBIOTEpPA

TexHugeckne XapaKTepHCTHKH LABSTAR 50
Onepamnonnasn cucreMa (OC) Microsoft Windows Professional10
Homep munensun va OC 68536413
THII TIPOLIECCOpa Intel Celeron™ G1840
KOJIHYECTBO AJep 2
MaKCHMaJibHas TaKTOBas 9acToTa 2.8ITu
K>m-namate 2M6
Coxker LGA 1150
THI DDR3
o6beM 2.00I'6
MaKCHMMaJibHad olepaTuBHas 4I'6
namATh
4acToTa 1333MI '
XKectruii guck (HDD) 500I°
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Iepeson ¢ kxnTalCKONO H AHMMUHCKOFO 3LIKOB HA PYCCKHI A3BIK

Buaeokapra Intel GMA HD 4000
3ByK UHTETPHPOBAHHEIH
MomHocTs 6/10Ka MHTaHUA AC220-240V >200W
THI/KONTHYECTBO USB 2.0 Tun A/4,
USB 3.0 tun All-WO/1, PS$/2/2, RS232,
RI45, VGA
Tun auckopoaa DVD
ITporpaMMHoOe obecneyeHue IMpenyctanosneHHoe, LABSTAR 50,
Bepcus 2.0, cepTHUKAT perucTpaumu
aBTOpCcKUX 1pas Ne RZDZ 0251777
I"aGapuTHEIif pazMep, MM 155x400x370

6. IIporpamMHoe obecneuenue

IlpexyctaHoBIEHHOE Ha KOMIEIOTEpE mnporpaMMHoe ofecneuenue (I10)
ABNAETCA COCTABHON 4acTHIO aHaAM3aTopa M paboTaeT TONBKO COBMECTHO CO
BCeMH €ro 4acTAMH. B [TO 3anoxeHbl KpUTEpHH, B COOTBETCTBHH ¢ KOTOPHIMH
00pabaThiBalOTCA CHrHANbI, BO3HMKAIOIUIME B MpOLeCCe POCTR HHTEHCHBHOCTH
dayopecueHuMH npd KyAsTHBHpOBaHWH. F3MeHeHHMA MOXHO Habmoaate ¢
NMOMOUIBIO KPHBOH pocTa, KOTopad OToOpaXkaeTcs Ha MOHHTOpE I KaXIOH
sarpyxeHHo#t Adelixkn. Takke Ha MOHHUTOpe BHAHAa HHpOpMAUMA O COCTOAHHH
CHCTEMBI: TEMIEpaType, BpPEMEHH /0 CIeAyIOIEr0 TeCTHPOBaHMA, oOmeM
KOJIMYECTBE 3arPY’KeHHEIX (/IakOHOB M JaHHLIX KYJIbTHBHPOBAHMUA.

DH3MYECKHe M KOMINBIOTEpHHE XapakTepucTHki IIO npeacrabneHE B

Tabmne 2

Xapakrepuctiku 110 LABSTAR 50
HanmeHoBaHue LABSTAR 50
Bepcus V2.0
Inatdopma IntelX Celeron™ G1840
OnepammoHHas cHcTeMa Microsoft Windows Professional10
S3BIK IpOrpaMMHpPOBAHHS Delphi
Hurtepdeiic crsazu [10 nns nepenaun AaHHBIX RS-232
Hntepoeiic ceazu 10 ams o6pabotku ABTOMATHYECKOE
AAHHBIX
Hurepdeiic cpasu I1O nng XpaHeHHA JaHHBIX -

18
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IepeBox ¢ knTailckoro H aHTMUHCKOTO A3LIKOR HA PYCCKHIt A3B1K

Bpema otkimka I1O nipu nosnHol Harpyake, ¢, "
He 6osee
Bpems BoccTaHOB/ICHUS NIPH aBapHH
(nonueiii oTka3 I1O B pesynsTare 5
TEXHHYECKOI MIH 3KCITyaTaLluOHHOM
aBapuH), 4, He bonee
Cxopocts obpabotku, Méut/c 100
Bpema BOCCTAHOBNIEHHS NPH OOHAPYKEeHUH 2
BHPYCHBIX pOrpamMm, 4, He 6onee
~ ITponssogutensHocTh, ['6/C, HE MeHee 1.5
Bpems noucka MpH NONHOH HArpysKe, ¢, He 1
Honee
ConpsiraeMeie CHCTEME! Ethernet(TCP/IP)
Cpeacrtea 3alUUTHI Vyetnas 3anuce 110
Knacc 6esonacnocty B «B03MOXHE He3HaUMTEIbHEIE
TPaBMbI»

Puc.11 - Oxpan LABSTAR 30 ¢ unchopmayueti o cucmeme

Ha skpane MOHHTOpa Bceraa oTobpaxkaercs rMaBHbI uHTepdetic:

19
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TlepeBoa ¢ KMTAlCKOTO M AHIMHACKONO A3BIKOB HA PYCCKHHA A3BIK

Puc. 12 - Tnasnviti komnvromeprviii unmepgelic LABSTAR 50

I-nonooicenue paaxonae, 2-navens ynpaenenus, 3-kpusas pocma,
4-ungpopmayus o cucmeme
(1) - TlocTosHHO oTOGpaXxaercd MoJoKeHHE (IaKOHOB Ha MOBOPOTHOM CTOJE,
IMycTbie AueikM MMEIOT Genblii LBET, 3arpyKeHHhE AueHKH — SKENTHIH LBET,
AYEHKM ¢ TONOXKMUTENBHHIMH (IaKOHAMH — KpacHbId HBeT, A4elku C
OTPHLIATENBHBIME (PIAKOHAMH — 3€eHBIN UBET, syeiiku ¢ ommbkoll — romy6oi
IBET.

(2) - Tlanens ynpaejieHUs, pacloNoKeHHast CHU3Y JKpaHa COCTOHT U3 KHOMOK:

OTKpHITH Jnst OTKPEIBAHKA JABEPH OCHOBHOTO MOAY/IA

YcraHoBuTh (i1akoH Jlns 3arpysku dnakoHos. IIpH 3aKkprITOH ABEPH
KHOIIKa HeaKTUBHA.

N3baTe dnakoH Jins BeIrpy3ki ¢axkonos. I1pu 3akpeiTo# ABepH
KHOIKA HeaKTHBHA.

Haunuie JId BBOAA M 3aMpoca JAHHKIX O NAlHMEHTEe KPHBOH
pocTa

CucTeMHbIe HacTpolku | Jing moyyeHus MHPOPMAlMU H CHCTEMe

3akpeITE Jing 3aKpeITHS NpOorpaMMel

(3) - Ilpu HaBeAEeHHH KypCopa MBIBIO Ha 3arpyXKeHHylo sueiiky Ha rpaduxe
oTobGpaxaeTca Kpupas pocra. CUMTHIBAHWE HaHHRIX NPOMCXOAMT Kaxasie 10
MuHYT. [lo BUAYy KpuBO#f MOXHO CYAHTb O HANHYMH MM OTCYTCTBHH DPOCTa
MHKPOOPTaHH3MOB B 3arpyxeHHoM {uaxoHe. [lo ymonuanmo guanasoH ocu Y
cocragnger 700-4000, puamazon ocH X - 0 - MakCHMansHOE BpEMA

20
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Meperon ¢ kuTakckoro 1 aHNUUCKOro A3BIKOR HA PYCCKHI A3BIK

Ky/IbTHBHPOBAHMS LaHHOrO (MIakoHa, BbipaXeHHoe B AHAX. Eciu ¢nakoH
onpejielieH KaK MOJNIOXKUTENBHE, Ha rpaduKke ykasaHa «TOYKA JOAa4M CHTHaIA

TPEBOrH» - TOYKA ONpeJCNEHHNA H BpeMs KyNbTHBHPOBAHHA IO OMNPEACICHHA
¢rakoHa Kak nonoxurensHoro. Macmwrab ocu X 1 Y MOXHO H3MEHHThH TpH
NOMOIIM MpaBoii KHonky MeiiH. Iloa KpuBoH pocTa yKashIBacTCA AaTa H BPeMA
YCTaHOBKH MIaKOHa M AaTa H BpeMA 104a4y CHrHaNAa TPEBOrH.

(4) — nadopMaLUs O CHCTEME:

Temnepatypa — TeMIepaTypa KynbTHBHPOBAH S/ MHKYOALUH;

CocTosHHE CHCTEMBl: «HOpMa» TpH HOPMAJIBHOH  TeMIeparype,
KOXJIAKJCHHEY - eC/ld TeMIepaTypa NMpeBhIAcT HOpMY, «HarpeBaHue» -
€C/Ii TeMIIepaTypa HUXeE HOPMBEI;

Cnemyolliee TeCTHPOBaHHE — BpeMA /[0 CleAyoLlero CKaHHPOBAHHS
/CUUTHIBAHUA JaHHbIX;

PaGouyee cocrosiHue: «MHKyDOauus» - HAET MpoOLEeCC KYJIbTHBHPOBAHMS,
«CKAHMPOBAHHE - UAET MPOLECC CUUTHIBAHUSA AAHHBIX, KOTKDBITAa ABEPD) -
OCHOBHO# MOZY/Ib OTKPBIT [UIs 3aTpy3KH/BBIrPY3kH (JIaKOHOB;

O61wee KOJI-BO - 06LIee KOMHYECTBO 3arPy EHHBIX (PIaKoHOB;

B pafore - KonuvectBo (IaKOHOB, HAaXOINAINMXCA B TNpoLecce
KYJIETUBHPOBAHHUA/MAKYOaLIMK;

ToNOKHTENBHEIX - KOMHYECTBO (IIAKOHOB C TIOJIOKHTENBHBIM Pe3ybTaToM;
OTpuLIaTENLHBIX — KOXMYECTBO (JTAKOHOB C OTPHULIATENBHBIM PE3YJILTaTOM.
Bonee monpobuas vndopmauus o GyHkuuax IO npuseaena B pasgenc 3

«OxcmnyaTanys MEAHIHHCKOTO H3AEIHD).

2.2.4.4 Kabens KOMMYHUKALHOHHEIR
Kabenb KOMMYHHKAUMOHHBIA NpeaHa3Ha4cH ANd NOIKIOYeHHS OCHOBHOTO

MOZIYJIA K KOMIBIOTEPY.

Tabnuua 3. TexHUYecKHe XapaKTepUCTHKU Kabesid KOMMYHUKAUMOHHOTO

ITapameTp LABSTAR 50
Onucanue PasBeTBACHHEBIA 1-3
JInmuHa, He MeHee, M 1,3
MaxcuManbHad A0NYCTHMas Harpy3ka, A 0,5
Pazpem (RS232/37/37---37)
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[lepeBoa ¢ KHTA/CKOro M aHFRACKOrO A3LIKOB HA PYCCKHH A3bIK

2.2.4.5 Illuyp nUTaHUA CeTeBOd KOMIBIOTEPA
IIHyp nMuTaHMA CETeBOil MpeAHAa3HadyeH AN NMONKTIOYCHHA KOMMBIOTEPE K
CCTH.

-~ O6nagaer ClCAYIOLHMY TeXHRYECKMMH XapaKTePHCTHKAMH:
Kuraitckuii cranaapt: CPCS-CCC
Moznens:PSB-10/ST3
PasneM THNA [, TPH TIOCKHX KOHTAKTa
MakcHManbHas JomycTaMas Harpyska: 10A/250B
JlnvHa, He MeHee: 1 M
»
-
Puc. 13 Ilnyp numanus cemesoii KoMnblomepa
2.2.4.6 VCTpoMCTBO CUHTBHIBAHKA IUTPAX-KOAOB
Texuuueckue INapaMeTphl CUHTHIBATENA WITPUX-KOAOB TNPHBEICHH B
Tabnuue 4.
Tabmuua 4. TexHuuyeckue napaMeTpsl yCTPOHCTBA U1K CYUTHIBAHHA [ITPHX-
KOJIOB
[TapamMeTp XapaxkTepHcTuka
X Mozaenb LS-1881
ITpou3BOANUTENE Guangzhou OWL Electronic
Technology Co. , Ltd
HcTounnk uznyyeHHs nazep
YacToTa CKAHHPOBAHHUS 150 ckan/cex
KOHTpacT WTpHX-KOJ0B >30%
JUnHa BOJHEI H3Ty4YeHUA 650 HM
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[Neperos ¢ kaTakfckoro u aHrAHACKOrO A3LIKOB Ha PYCCKUH A3BIK

Paboyas reMnepaTypa -45~45°C
PaspemeHue PCS 0.9 (0.1~0.625Mm)
doxyc 10MM~420MM
Huaukanma (CBeTOAHOAHAA, 3BYKOBasi | cBeTOAMOAHAN ABOWHON LBeT
HT.L)
CreneHp 3aMUTH IP54
CKopocTb Nepenayn TaHHbIX 200 cHMBOJIOB B CEKYHIY
Crnioco6 B3aumMoaeiicTus cuuTeiBarens | RS232 mocnenoparenbHas nepeaada
C aHAJIN3aTOpPOM; JaHBBIX
& | CunuTHIBacMBIE KOAR! OavH JBYMEPHEIH KOZ

Puc. 14 -Yempoticmeo 015 cuumui6anus umpux-xo008

> 2.2.4.7 TapaMeTphl ¥ XapaKTEPHCTHKHA aHAIM3aTOpa
TaGnuua 5. CpasHuTeNbHaAA TabnMia nokalarenel
INoka3sarens LABSTAR 50

BmecTnMOCTD (J1aKOHOB 50
Temnepatypa KyIbTHBHPOBAHHUA 35+1,5°C
CkopocTb noBopoTa 26 o6/MuH
ITuxn paboTH (peXXUM CKaHUPOBaHHA) Kaxasie 10 MUHYT
Tun moBopOTHOrC MEXaHM3MA POTOpHEIHA cTON
Cucrema npeaHa3HavYeHa it |
KYJIbTHBHPOBAHUA H oOHapyxeHHs +

X | MHKpOOpPraHM3MOB
O6ecneunBaeTcss NOBOPOT MW BCTpAXHBaHUE +
¢dnakoHOB
ABTOKOPPEKLIASL H KOHTPOJIb Ka4eCcTBa +
KonuuecTBo sueek 1% PprrakoHOB 50
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TNepesox ¢ KUTARCKOTO ¥ AHTTHIICKOrO S3LIKOR Ha PYCCKHIT ¥3BIK

Hanuuwme rpaduueckoro unreppeiica

Hamnune ycTpo#cra WUTPHX-KOAA +
dnyopecieHTHEI MeTo 1 (anmapaTHas olUeHKa),

W3MeHeHRe uBeTa jaHa (uakoHa (py9Has +
OLICHKa)

WUnkyOauuoHHBIE  YCIOBMA:  TOCTOSHHAA +
TEMIepaTypa, BpallleHue ¥ Bubpaums

HCTOYHWK NMUTAHHA MEPEMEHHOIO ToKa, B 220 £ 22
Yactora Toka, ['y 50+1
Bxoadas MOIHOCTh, He Ooiiee, BA 450

I"aGapnTel OCHOBHOTO MOIYJIA, MM

(640x660%650) = 10

Bec ocHOBHOPO MOIY:IA aHATH3aTOpA, KT

98 +2

TpousBoauTeIbROCTL*

10 obpasiuos B a€Hb

Bpemsa Ky neTHBMpOBAHHS

120 yacor

O6beM Suonorueckoro obpasua

5-10 ma a3pobHbIe GIaKOHE
u 2-10 v anaspobHbIe U 119
acteit

*PacyeT TPOM3BEACH HCXONA W3 TONHON 3arpy3KH aHaH3aTOpa W BPEMEHH

KYJI6THBHPOBAHUSA

2.2.4.8 OcuHorHEIe TpeOOBaAHUS
a.  Pabouue ycnosua

. Temnepatypa okpyxaromeit cpeapl: 10-30C;

. O6man BIakeoCTh: 45-85%;

J ATMoctepHoe aaB1enne: 86.0-106,0 klla;

. Ycnosus snextponuranus: 220Bx22B, 50T u+11;

. Bxoanas MOLUHOCTL: <<450BA;

A\ Baanu OT HCTOYHRKOB CHUIIBHBIX NEKTPOMATHHTHLIX [TIOMEX W APKOTO

npAMOro OCBCIICHASA,

] AHanM3aTop AoIXKEH ObITeE TEIICHENPOHULACMBIM, B BO3AYXC HE

JOMKHO GBITh KHCIIOT, COMEH W APYTHX KOPPOIHOHAEIX Ma3oB;

. Heobxoanvo o0ecneuuTh HAUTEKAILEE 3a3€MIICHHE,
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Tepesoa ¢ kuTatickor'o ¥ AHIAHACKOTO AILIKOB HA PYCCKHI ASBIK

. HeoGxoaMmMo KOHTPOIMPOBAThL BUOpaLwio Ha paboyeM MecTe.

6. Buewmnuii B

. OG6opy.10BaHie JOIKHO ORITE POBHEIM, YHCTHIM, OJTHOPOAHOrO LiBETA,
6e3 napanuH, or6.1eCKOB U MEXAHUYECKUX TTOBPEKACHHMA.

. Mapkupoerka Ha 060pyI0BaHWK JO.1)KHa AETKO YUTATRCA.

B. YpasiaseMocThb

KHOIMKa BKTIOYECHHS W COCAMHHTENBHBIM TIpOBOA JAOMKHE! obOnajzarh

XapakTEpUCTUKAVH, CNOCOOCTRYIOWMME yIOOGHOMY WCTIONB30BaHHIO, OHICTPOTE

d aelicTBHA H HazexHocTH. HeobxoamMo, uTo6e! oToGpaxcaeMas HHGOpMatus Obl1a
yeTKoi 1 cTabNABHOIA.
r.  TemnepaTypa Ky JbTHBHPOBAHMSA
Tognocts wn3MepeHUs Temmepatypsl W KomeOaHusi JOMKHE  OTBEYATh
CISAYIOUMM TPpeOOBAHUAM:
» Tevneparypa Ky.LTHBUPOBaHWHA JOJKHA OCTABATBCA B JHANa3oHC
35x1,5° C.
» . KoneGanus TeMNepaTypsl He A0KHE npeBblitaTh 3,0°C.
A, Dynxuuy aHaIM3aTOpa
. HenpepriBHOE KyIIETHBHPOBaHHUE,
. ABTOMAaTHYECKHY MOHWTODMHT H OMNpEICICHHE OTPHIATENRHBIX W
MO TOKUTENBHEIX PE3YJILTATOB.
. HemennenHoe onobellicHue 06 oOHapyKEeHHU MONONHTEIbHLIX
¢naxoHoB.
J Toxaga curHaTa, KOTa TEMIEparypa KyIbTHBHPOBAHHA BEIXOAMT 3a
paMKH Z0MYCTHMOTO JMana3oHa.
e.  Bocnpou3BoIHMOCTbL NONOKMUTENBHBIX PE3YNBTATOB
»

PeayIsTaThl mMpoBepKHM ¢ NMPAMEHEHHEM  CTAHJApTHBHIX  [ITAMMOB
AMepUKaHCKOi  KOMTeKIMHM THNOBHIX Ky15Typ (ATCC) nmomkem  OwITH
NONOKATENEHBIMU (cMoTpHTe [IpuitoxkeHue A).

K.  DyHkuus otodpaxeHus

Cocrosnue cogepnumoro GrakoHa OnpeaenseTcs KaK MONOKATENLHOS HIH
25
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oTpuLaTENbHOE. Bce nokasaTtenn BbIBOASTCS Ha 3KpPaH CUCTEMbI BHE 3aBUCUMOCTY
OT TOro, COOTBETCTBYET /M OMPEAENIEHHON MO3MLUMKN AeTeKTopa (W1akoH ¢
K} /Tblypold, 1 MosyyeHbl SN MO:KXKUTE bHbIE WM OTPULIATE/bHbIE Pe3yNE>TaTbL

3. BBoA M nonoxxeHue LUTPUX-Koaa

CucTeMa MOXET pacro3HaBaTb W pacrionaratb (VakoH Ha OnpeaesieHHOM
YPOBHE JAETEKTOPA COr/IaCHO LLITPUX-KOZY.

n.  Tpe6oBaHUS Mo 6e30MacHOCTU

["peboBaHMA no 6esonacHOCTY cMoTpuTe B MNpunioxkeHusax B, Cu D

2.2.5 OO6wee onucaHWe MPUHAA/IEXHOCTEN, COCTaB, (PYHKUMOHa/IbHbIE
BO3MOXXHOCTU

2.2.5.1 MoHUTOp CO LLHYPOM MUTaHUSA
OCHOBHbIe TEXHNYECKME XapaKTEPUCTUKN MOHUTOPOB NPUBEAEHLI B

Tabnuug 6.
Tabnvua 6. MexXHUYeCKMe XapaKTepPUCTUKN MOHUTOPOB

XapaKTepUCTUKN LABSTAR 50
Mapka, mMogesb AOC, mogens E2070Swn
doT0
[naroHasb sKpaHa 19.5 proima
Tvn MaTpuubl TN
dopmart aKpaHa 16:9
PaspeLLeHue 1600x900
fApkocrb 200 kg/m2
KoHTpacTHOCTb 600:1
Bpemsa oTknMka S5 MC
Pasbem nofkroyeHns VGA
LLIHyp nuTaHuA Kuraiickuin ctaHgapt: CPCS-CCC
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TMepeBog ¢ KHTACKOTO M AHFNHACKOTD A38IKOB HA PYCCKHI AIBIK

PazweM THna I, TPH MIOCKHX KOHTAKTa
MakcumaanHad J0ITycTUMas Harpyska:

Moaens:PSB-10/ST3

10A/250B
Jnuna He MeHee 1.5 M

2.2.5.2 Kn1aBuatypa

KoMIeloTepHas KilaBHaTypa — YCTPOIHCTBO, TIO3BOASIOIIEE 0IB30BATE/NO

BEOIMTH HH(OPMaIHIo B KOMIBIOTEP (yeTpolicTso sBoAa). [TpeacrarteT coGoi

Habop K/IaBHLI (KHOMOK), PACNIOJIOKEHHEIX B ONPECACNICHHOM TIOPATIKE.

TaGnuna 7. TeEXHUIECKME XaPAKTEPHCTHKN K1aBHATYPhI

XapaKTepHCTHKH

LABSTAR 50

Onucanue

HacTosneHag cTaHaapTHAsA MPOBOAHAS
knaccudeckas 104 knasnmm

Jlnuna nNpoBoa, He MEHee, M

1,5

Twn TOAKIIOMECHUSA

PS/2

- doro

I m

2.2.5.3 MaHunmynsaTop TRIA «MBILb»
KomnstoTepHas MHIUL - KOOPAWHATHOE YCTPOHCTBO A1A YNpPaBlICHHA

KYpPCOPOM W OTAauM DPA3IMUHBIX KOMaHI KOMIBIOTEPY. YTpaBleHHE KYPCOPOM

OCYIIECTBANETCA MYTEM TEpEMCIICHUS MLIUH 110 TMOBEPXHOCTH CTOJA WIR

KOBpHKa Uit Mbly. KiaBWmy W KOJNECHKO MBI BBISHIBAIOT onpeAeIEHHEIE

ZeliCTBMA, HaNpUMEp: AKTWBALUA YKA3aHHOTO OOBEKTa. BHI30B KOHTECKCTHOTO

» MEHIO, BEPTHKANbHAA TIPOKPYTKA BEG-CTPAHHUIL K YNIEKTPOHHEIX IOKYMCHTOB.

Tabmuua 8. TexHHYECKUE XAPAKTEPHCTUKH KOMIIBIOTEPHOH MBIILIH

XapakTepHCTHKH LABSTAR 50
Onucanue OnTuyeckas NPOBOAHAR MbILIL
JlnuHa poBoJa, HE MEHEE, M 1,5

Tun noakmoyeHus PS/2
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lMepeBoA ¢ KUTARCKOrO ¥ aHTIMACKONO A3BIKOB HA PYCCKHH A3BIK

2.2.5.4 Kabenb curHaabHEIH

KaGens curHanbHuif Low current signal wire mnpeaHasHayeH s
COeAMHEHHUS KOMIMBIOTEPa H MOHHTOpA.

Ob6nafaet cnenyrolMMy TeXHHYSCKUMH XapaKTepUCTHKAMH:

InuHa, He MeHee 1.3 M

& MaxkcuMansHan aonyctTumas Harpyska 0,5 A

Pazpem: VGA (DE15F) — 15-KoHTaKTHHH CyOMMHHATIOpHBIH paspéM Uid

NOAKNIOYEHHS AHANOTOBEIX MOHHTOPOB 110 CTAHAAPTY BUacouHTephetica VGA

[

o Puc. 15 - Kabeas cuznansnotit

2.2.6 CeaeHHs O CTEPHIBHOCTH
AHanUM3aTOp HE ABNACTCA CTCPWIBHBIM. DNAKOHBI ¢ NUTATENBHOH CpenoH,
KOTOpHIE SBIIOTCA PACXOJHBIM MATepHATOM U HCMONB3YIOTCA COBMECTHO C

AHAIH3ATOPOM, HOCTABILAIOTCH CTCPHJILHBIMH.

2.3 CocTaB (KOMIUIEKTHOCTE MOCTABKH) MEAMIIMHCKOTO H3AENNA

KoMaekT NOCTABKH MEAMIMHCKOTO H3/IeIA
. OCHOBHO#M MOAYNb - 110T.

& . Kabenb KOMMYHHKAIMOHHEIH - 1 mT.
» IIHYp [THTAHUA CETeBOH OCHOBHOTO MOZYJA — 1 1T,

o KOMIBIOTEP ¢ NPeAYCTAHOBICHHBIM IPOrpPaMMHBIM OOeclieYeHHeM —

1 mT.

) ITHYp TUTAHUA CeTeRoN KOMMEOTEpa — 1 mT.
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Tleperoxa ¢ kuTaitckoro ¥ aHrnUitckoro A3LIKOB Ha PYCCKHIt A3BIK

° YCTPOHCTBO CUHTHIBAHNSA WITPUX-KOAOB — 1 WIT.(IpH HeoOXOANMOCTH)
o PYKOBOLCTBO MO SKCTUTyaTaiMy — 1T,

. ceprudukar — | wr.

TpuHagiexHoCTH:

. MOHHTOP CO IMHYPOM NUTaHug - 1 WT.

* KNaBMaTypa - | mr.

e MaHHITY.IATOp TUMNA «MBIWbL» — 1 WT.

e . kabens CHTHANBHBIN -110T.

2.4 TlpepgynpexaeHns, MeEpH TPEAOCTOPOXKHOCTH W OTPaHHMEHHA 1O
WCNIONb30BAHUIO MEHLIHHCKOIO H3REAHA

2.4.1 Baxuas nadopmvauus

A He nomyckaercd YCTaHABIMBATH HA KOMIbLIOTEp YCTpoiicTBa
nporpaMmel WM Gaiiel, He cBA3aHHbie ¢ ero paloToil. Ecm no 570l nprauHe
HMEET MECTO OTKa3 KOMMbIOTepa WM YTPaTa IJdHHBIX. M3TOTOBHTEIH MOXKET

TPOU3BECTH TEXHUICECKOE oﬁcny)lmnaune TOIbKO B IIIATHOM NOPAAKE.

A Tlpu pabore aHamM3aTOpa OWEPATOpP MOXKET MOABEPTaThCA
BO3ACHCTBHIO  ONGCHBRIX  MHKPOOPraHH3MOB,  TIO9TOMY  PCKOMCHIYCTCA
YCTaHaBNMBaTh YCTPOHcTBO B  NaGOpaTOpHbLIX NOMEIUCHUAX, OTBEHAIONMIHX
TpeGopanusaM  ypoBHs 2  Guonormueckoit  GesomacHoctd. HeoGxommmo
[PeAYCMOTPETH MEPh! GHOMOTHYECKOl 3ALLKTE K CTpOro cobmoaats TpeboBannd
K OpraHm3auwu 1a6opaTopuit s MHKpOOHOIOrMHECKHX —HMCCICAOBARMM.
Ucrons3oBanHsle  GrakoHW TNepeR YTHAH3AUWEH TNoanexar CTCPHITH3ALHH
ABTOK/IABHPOBAHKEM WM 00€33apaXKUBAIOTCA ¢ HCTIOB30BAHWEM JPYTUX METOLOB,
VCTAHOBJICHHBIX MECTHEIMM HopMaMH ¢ npaBwiamMm  (cm. 1.7  Tlopamok

OCYIECTRACHUSA YTHIIH3AUMHA H YHIUTOKEHNA METHLHHCKOTO M3AEARS)

ATecmponaHne 06pasios Ha aHAJIU3ATOpPE NPEACTaBAAOT CoOOH OMacHOCTH
uaHuposanns. B cBA3M ¢ 3TUM Ha YCTPOHCTRE MPeNyCcMaTPHBACTCA MAPKHPOBKa

B BHJEC 3HaKa OHOnoru4eckoif onacHoCTH.
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A 3anpeLLaeTcs KacaTbCsl UCTOYHMKA NMUTaHUS PaGOTAaIOLLIEro aHa/IM3aTopa.

A

COOTBETCTBYIOLLME [ETAN YCTPOMCTBA MMEIOT MAapKMPOBKM B BUAE 3HaKa

«OnacHOCTb NOPaXKeHNA 31IEKTPUYECKUM TOKOM»,

A Ha 3agHein naHenn nmeeTcs 3HaK «OCTOPOXKHO! OBpaTUTeCh K UHCTPYKLUUN

A

M\ B C/lydae HapyLlueHunAa YCTaHOBMAEHHOIO B AaHHOM [AOKYMEHTE MopAaaKa

MO NPUMEHEHWNIO»

aKcnyaTauuy HopMasbHasi paboTa aHa/m3aTopa MOXET HapyLuaTbes. Mpy 3ToM
BO3MOXHO WCKaXKEHMe pe3ynbTaToB WCCMEfOBaHWS, a TaKkKe paspyLueHuve
3/1eMEHTOB 060pyaoBaHUsl. OTBETCTBEHHOCTb 3a MOC/EACTBUA TAaKOro HapyLLeHWs

HeceT Mo/b30BaTe/b U (UM M0Mb30BaTENN) YETPOICTBA.

ZiX OCHOBHON Mofy/lb aHanM3aTopa WMeeT aBuratesib, MNOAKIOYaEMbIV K
WUCTOYHUNKY MUTaHUA MepPemMeHHOro Toka HanpsbkeHvem 220B, 1 MOXeT Cy>XuUTb
UCTOYHUKOM  BHELLUHUX 3/IeKTPOMarHUTHbIX rnomex, (cm. [punoxeHve D

TpeboBaHNSA 3NEKTPOMArHUTHOM COBMECTUMOCTN)

2.4.2 YacTo 3ajaBaemMble BOMPOCbI

2.4.2.1 Hanbonee yacto BcTpeyatoLpmecs (>90% ) naToreHHble 6akTepum:
> Staphylococcus aureus

N Escherichia coli

> Enterobacteriaceae: Salmonella, Klebsiella pneumoniae v T.4.
> Pseudomonas aeruginosa

> Streptococcus pneumoniae

> Candida
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MepeBon ¢ KATAHCKOTO W AHIWICKOTO A36IKOR HA PYCCKHIT A3BIK

2.4.2.2 Haubonee pacnpocTpaHeHHbie 3apaxatowme Gakrepun (3%-5%)
Staphylococcus epidermidis

Propionibacterium acnes

Fusobacterium

Diphtheria group

Gram positive bacillus

»  Acinetobacter

V ¥V ¥V V¥V ¥

2423 TlpnavHel  HU3KOM ~ CKOpOCTM  pocTda  MHKpPOOPTaHHW3MOR,
KOPPEKTHPYIOLIUUE MEPHI
»  Hemoctatouwwit ofwem ofpasua: B npegenax obwsema obpasua

(Bapocanie: 5-10 M1, aetu: 2-10 M) NpomopLKROHANLHO MONOKKTEIRHOMY pOCTY
KYIbTHBHPOBAHHLIX MUKPOOPTaHH3MOB.

>  3abopa o0pa3loB B TedeHHe 24 HacOB HEAOCTATOYHO: B 85% ciyyacB
GaxTepueMUA ABIAETCA NeEpeMeXaromeiics, 3a6op HECKOIBKMX Tpos MOXeT
ofecrneqnTh BHABICHHE TIO.IOXKUTENLHOIO POCTA.

»  3a00p KpOBM NPOHCXOAMT KAX;IBIA pa3 ¢ OIHOrO yyacTka.

»  HecooTeetcTrylouiee BpeMs 3a0opa 00pa3iuoB KpOBH.

> IpoBeneHne aHTHOaKTEpHANbHON TepanAl A0 HIH BO BPEMA 3a0opa
KPOBH.

»  XpaHenue o0pa3uoB npH KOMHATHOW TemIepaType: HE LOMyCKacTCs
XpaHuTh 00pastisl B XONOAWALHHKE, TOCKONAbKY NpH HH3KUX TEMIICpATypax

Gaktepuy ¢ 0COORIMH TUTATEIEHEIMU NOTPeSHOCTAME [OrHGAIoT.

2.5 OrnucanNe YaKoBKY, MAPKUPOBKA M NMpeAyNPEXAAIOMKX HaAmvceH Ha
W3ACITHH

2.5.1 YnakoBka

J{1s anaTH3aTopa MOTPEGHTENBCKAS YITAKOBKA ABIACTCH TPAHCTIOPTHOH.

TpaHCIIOPTHAR YNaKoBKa AOMKHA GLITL BLITONHEHA W3 ASpeBa (ALIHK).

I"aGapuTHble pasMEphI fUIMKA:
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TNeperon ¢ kuTalickore u aHrNUHCKOro A35IKOB HA PYCCKHI A3BIK

IMapameTtp smmka LABSTAR 50
I'aGapurel, MM (760x790x790)+:20
Bec, kr 242

Puc. 16 - Tpancnopmunas ynaxosxa LABSTAR 50

AHanu3aToOp MOMemaeTca BO BArOHENPOHHULUAEMYIO [OIHITHICHOBYIO
IVICHKY M YKIAZHBaeTCA B ALMK, KOTOpHIH HeoGxonumo CHaGMMTL MATKHMH
BKJIaJBIIIAMH, YCTAHOBICHHBIMHM MeXIy H3JeNHeM H CTCHKaMH YMAKOBKH MULA
aMOPTU3aLIMH YAAPOB.

JIKCIUIyaTAMOHKAA  JOKYMEHTAUMA  TIOMEIaeTCd B OTAENBHBIH
MOJM3TAJICHOBBIMN MTaKeT H YKJIaAbIBASTCA B SINHK.

KoMmbloTep ¢  NpeAycraHoRNeHHhiM IIO  ymakoBmBaeTca  H
TPAHCHIOPTHPYETCA B KAPTOHHON YIakoBke Mpou3Bogureni. B sty e ynmakoBky
MOMELLAIOTCA TIPUHALIEKHOCTH: KIABHATYPa U KOMIIBIOTEpHAA MEIMIb.

MoHHTOp TpaHCHOpTHPYETCA B KAPTOHHOH YNAKOBKe NPOU3BOTHTEN.

2.5.2 MapkupoBKa H3/e/Hs

MapkurpoBKa H3le/Hs KAHaNTH3aTop 6aKTepHONOrHYCCKHA aBTOMaTHYeC-

xuii OHOHA® LABSTAR 50» conepxur:

Ha niepeiHeli maHeNH OCHOBHOTO MOXyns (ABEpLE):
° JIOTOTHIT MPOK3BOAHTENS;
. HaumeHoBaHne LABSTAR 50;

L4 HHAYKATOP H HAAMMHCD «IICKTPONATAHHEY
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> WHANKATOP M HAAMUCb «TeMMepaTypa;
Ha 3agHeli naHenn NMeoTes:

(hrpmeHHas TabNMuKa C yKa3aH1eM:

> HavMeHOBaHWe U3LeNns;

* MOZeNb;

> «MefMUNHCKOe u3fenne [Ans  AMArHOCTMKKM in  vitro» (HaHeceH
COOTBETCTBYHOLLUIA CUMBOJT );

YCOBUSA 3NeKTPONUTaHNS, BXOAHAas MOLHOCTb;

HOMep NPOU3BOACTBEHHOIO CTaHAapTa;

CEPUINHBLIA HOMEP U3LeNns;

[aTa BblNyckKa u3genus;

HauMeHOBaHue, afipec, TeNned)oH NPon3BOAMTENS;

HaMMeHOoBaHue, afpec, TenedoH YNoNHOMOYEHHOMO NpeACTaBUTeNS;

HOMEp 1N faTa perncTpaumMoHHOro yaoctoBepeHus,

> HaKNenKn:
«BNoNornyecKnii puckK»

l \ «OcTopoXKHO! O6paTUTECh K UHCTPYKLMUM NO NPUMEHEHNIO»

l \ «OnacHOCTb NOpPaXKeHUA 3NEKTPUYECKMUM TOKOM»

HavmeHoBaHve: AHanuzaTop 6aeTepronoruyeckuii VD
asTomaTuuecknin OHOHa'* LABSTAR

Mogenb; HOHOHa® LABSTAR 50

HomuHasbHOoe HanpsixeHWe ceTh/yacToTa/ MOLLHOCTS;
220B/50I"LY/450BA

Homep npousBogcTeeHHoOro craHgapTa: YZB/LU 0278-2012
CepuiiHbIii HoMep n3ae-3Hs:  A1160302001A

[Jara BbinycKa H3ge.1us: 2016 03 02

Mpownssogutens: «CUHBKS Buronomkvikan TekHonomkw Ko., Jita.»
BocTouHas cTopoHa Baiiep Poyg, NpoMbiLLieHHas 30Ha Pato”aH, T. JI04aH,
npoBuHUMS LLlaHbayH, Kutaii, 252000

TeneilioH {86) 800-860-8018

YNonHOMOYeHHbIVi NpegcTaBuTenb B PP: OO0 «TpuronpoMrpeiig»

Poccyst, 620028, r ExatepuHbypr, yn. Kuposa 28.'Tonefosa 43,
TenedoH +7 (343)2707500

Puc. 17 - MapKnpoBKa Ha (ypMeHHOI TabnyKe 0OCHOBHOTO MOAY.11 aHCTM3aTopa

KO HoHa® LABSTAR 50
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TNepeBoa ¢ KATARCKOrO ¥ aHTHTCKOTO SILIKOB HA PYCCKHH NIbIK

2.5.3 MapKupoBKa TpaHCIIOpTHOH (MOTpeGHTENbCKOH) YIaKOBKH:

HauMeHOBaRHE W aJIPEC H3TOTOBHTENA,
HauWMEHOBAHWE H aaApCC JIHCTpHﬁBIOTOpa;
HaWMEHOBAHME W31€IMs, MOJCIIb;
cepuiiHslii HoMeEp;

Macca HeTTO/OpyTTO;

ofbeM (INMHA X IUMPHHA X BEICOTA);
JaTa W3roTORICHNA,

HOMEP MPOM3BOCTBEHHOIO CTARAAPTA;

ykasaune  «Xpynkoe, ofpawarbcd  OCTOPOXHOY» (naneceH

COOTBETCTBYIOWUA CHMBON);

]

ykasaHue «Bepeub 0T BIari» (HaHeceH COOTBCTCTBYIOMMH CHMBOI);
yka3saHue «BeepX» (HaHECEeH COOTBETCTBYOUIMH CHUMBON);

ykasanue «He KaTTh» (HAHECEH COOTBETCTBYIOLIMI CHMBOI);
yKa3aHue «npejen no KoJIMYECTBY ApycoB B mrrabenen;

Haxmuch « XPyNKuit TOYHEIH HHCTPYMEHT OcTopoKHO! !y,

VCIIOBHA TPAHCIIOPTHPOBAHHA H XpaHCHHA (Haueceum

COOTBETCTRYIOIWE CHMBOJH).

O603HaYcHUA HAHECEHHBIX CHMBOJIOR!

i

— | Xpynkoe, obpauiaTecs 0CTOPOXKHO

— | bepeub oT BRard

— | Brepx

%
- 2
)

— | He xaTtlT®H

M
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Tepepoa ¢ KUTalicKOTo ¥ aRTIHHCKOND A3bIKOB Ha PYCCKUT A3BIK

| ﬁ I — | TIpeaen mo komuuecTBy Apycos B Wrabene
X - | TeMnepatTypHuIi 1Mana3oH

— | Inana3oH BIaxKHOCTH
Snuife?

@ — | orpaHuyuenue aTMOCGHEPHOrO JaBNEHHA

3 DKcnuyaTalia MERUIIMHCKOTO H3ACTHA
3.1 TpeGoBanus K Okpy*xalollei cpene
3.1.1 PaGouwe ycnosus
Jlns ofecricueHHs HopManbHO#l paboTH aHaTHIatop  HeobX0ammo
YCTAHABIMBATb # XPAHUTE B CACAYIOWHX YCIOBHAX:
. Temneparypa okpyxatowmei cpest: 10°C-30°C;
s 4 . OTHOCUTENBRAN BIDKHOCTE Bo3ayXa: 45- 85%,;

. AtMocdepnoe aagieuue: 86,0 kITa ~106.0 kITa

. HCTOMHMK IIUTARUS NIEPEMEHHOro ToKa: 22022 B, gactora 50=1 I'iy;

. VerpoiictBo HeoGXoauMo Gepedb OT RONaJaHHs MBLTH, NPAMBIX
CONHEUHBIX Jydeid, KMAKOCTeH, arpecCUBHBIX rasoB, a4 TaKke HE TOABEprarTh
BO3:1e/CTBHIO BHGPALMI 1 CHIILHBIX 2EKTPOMArHATHBIX OJEH.

3.1.2 Tpe6GoBaHus K TPAHCIIOPTHUPOBKE H XPAHEHHIO.

Ananusatop mpeactasiseT cobolt ToHBI! perHcTpupyrouIi upubop. Bo
u30eKaHUe MOBPEXACHHH MPH €ro TPAHCNOPTHPOBKE U XPAHCHUH HEOOX0ANMO
cobaoaaTh KpaliHIo OCTOpOXHOCTh. Ha  HapyxHOH yIMaKoBOUHOI Tape
yCTpOMCTRA AOMKHA COXEPHKATHCH COOTBETCTBYIOMIAA MaPKAPOBKA C YKa3aHUAMML:
"O6patmatecs octopoxso”, "Bepx". “Bepeus oT srarn” v T4 TlepeBo3unk
JONKEN CIE/IHTE 32 TeM, YTO0H! B X0/l TPaHCNOPTUPOBKH, OT MOMCHTA OTTPY3KH W
10 NPUGHITHA HA MECTO YCTAHOBKH, H3ACIIHE HE TIOABEPra1och CHITLHEIM ylapaM, a

TaKkKe BOZAEHCTBAID aTMOC(EPHBIX OCAIKOB WIH MPAMBIX COTHEHHBIX myuei. K
33
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[Tepeeoa ¢ kRTalCKOTa ¥ AaHCNWRCKOTO S3TKOB Ha pycckutl £361K

YCJIOBHAM TPAHCMOPTHPOBKH MPEABABIAIOTCA CIEAYIOLUNE TpeGOBaHNA:
. Temnepatypa okpyxatomeit cpeasl: -20°C~+35°C;
J OTHOCHTENEHAA BIAXHOCTB Bo3ayxa: 45~95%;
J Atvocheptoe gasnenne: 50,0 kI1la~106,0 kIla.

3.1.3 TpeGosaHuA K MCTOUHUKY TTHTAHHA
AHamn3aTop paccyMTaH Ha MHTAaHHE OT MCTOYHHKA TICPEMCHHOrO TOKa
nanpskenyeM 220 B £22 B, wactoro#t 50 i + 1 I'u; MomwocTh Ha Bxoae
yctpoitetBa - 450 BA. Mexay ycTpoACTBOM R CETHIO AO0MKCH OHITE
NPEYCMOTPEH  CTaGUTMAMPOBAHHBIM MCTOYHMK MHUTaHHA. XapaKTEpHCTUKA
NNAaBKOro MpeJOXpaHTENs YKa3aHbl Ha 3aaHel nawenw. Tlpw 3amene MiaBkoro
npeaoxpanuTens HeoOX0AHMO TaKKe YYATHIBATH XapaKTCpUCTUKU CETEBOTO

mHypa MTHT3HHUA,

& TIpoBOA 3a3eMACHWS TPEXKHABHOTO UIHYpa NHTaHUA JOJKEH OHTH
HaNPAMYIO TOJKMIOYEH K HAIEKHOMY KOHTYPY 3a3€MICHHA, CONMPOTHBICHHE

KOTOpOro IoMKHO 66ITh He MeHee 0,1 OM A1 H36exkanusa HECUACTHRIX CITy4acs.

3.2 TTopsaaok yCTaHOBKH

Bce pa6oTsl N0 yCTaHOBKE M BBOAY B IKCILTyaTalllio AHANIA3ETOPA AOIKHEI
MPOBOAUTECA CMEUHATHCTOM, HAIIPaBICHHLIM A 3TOro  YMOAHOMOUECHHEIM
Npe;CTABATENEM TIPOM3BOANTENS. B JONOTHEHHE K 3TOMY MOTB30BATEND AOTKCH
NPOU3BECTH MPHEMKY YCTPOWHCTBA.

3.2.1 PacnakoBka # nipHeMKa

BCKpLITh YTAKOBKY, OCTOPOXHO BHIRYTh 8HA/TH3ATOp C NPHHALTCKHOCTAMH
U3 yNaKoBo4HON KopoOkd. B ynakoBouHyto kopoGKy BIIOXEH YNaKOBOYHHIA JmMCT
Ha Awammsatop. [locie BCKPHITMS YNakoBKM HEOOXOIWMO  YIPOBEPHTH
KOMIIEKTHOCTL aHANW3aTopa K IIpUHAZNCKHOCTE! B  COOTBETCTBMM €
YNAKOBOYHBIM  TUCTOM. [IpH  OGHApYXCHHM HEKOMILIEKTA  HEOOXOAWMO
HEMELTEeHHO COOOIIUTE 00 3TOM ARCTPROBIOTOPY.

3.2.2 YcTaHOBKa M BBO/ B IKCILTYATALlHIO

l'lo.urorom(y aHAJIN34aTOpa K JKCA.Tyatauui Heo0X0AHMO OCYUICCTBAATE B
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nopsake n B COOTBETCTBUNA CTpe6OBaHI/IFIMVI, npeacrtaBfieHHbIM B JaHHOM pPa3fene.

3.2.2.1 JIMHMA nuTaHus
OcCHOBHOM MoOAy/b aHanm3aTtopa HeobXoAMMO MNOAKNHUUTL K OTAE/bHOW

NIMHWN MUTaHUS C 3aLLMUTON OT 3aMblKaHWS Ha 3eM/0. PaccTosiHMe MeX[y 3afHei

CTEHKOW YCTPOWCTBA U CTEHOI JO/MKHO COCTaBNATb He MeHee 20 CM.
CTEHA

Minkmybl
20cm

OcHOBHOIi MOAY/ b
LABSTAR 50

PHc. 18 - Cxema MoHTa>kHoro npocTpaHcTsa LABSTAR 50

3.2.2.2 BbIK/touaTesb, 3N1eKTpUYECKas po3eTKa 1 NNaBKUiA NpefoxXpaHnUTe b

OCHOBHOI MOAYyNb aHaM3aTopa OCHALLeH KnaBWLUHbIM BK/KOYaTesleM Ha
15A/30A 250 B. po3eTKoW anekTpuyeckon TpexdasHoi Ha 10A, 250B 1 nnaBkum
npefoxpaHnTenem Ha SA. Po3eTKa W [epxkate/b NaBKOro npefoxXpaHnTens

NpeAcTaBNAT C060M eauHbIA y3en. Bce 3T 3NeMEeHTbl HaxoAATCs C MpaBoW

CTOPOHDI H&SLLI,EI,HGVI MaHe I OCHOBHOIo mMoayns.
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Meperon ¢ kurafickora ¥ aHTIBHCKOTO AIBIKOB Ha PYCCKHIt A3LIK

Puc.19 - 3a0uza nawneas ocnoenozo moovan LABSTAR 50
1-3 — senmuanmopui, 4 — suxTiouamein, 5 - pazeéM numanua+ naasxui npeooxpanimen,
6 - nopm RS232 0ns noOdKNIONERUR KOMMYHUKAYHORHO20 Kabens

3.2.2.3 YcraHOBKa OCHOBHOI'O MO 1A
JINf yCTAaHOBKH OCHOBHOTO MOIY.I1 HEOOXO0IMMO BCETO JIHINbL MOAKITIOYHTh
KOMMYHUKaLMUOHHBIH Kabenb, CETeBOH NIHYD THTAHMA M BCMOMOraTelbHOE
oGopyaoBaune. YCTpolcTBO HE COXEPXHT JieTanch, koTopsie TpeOyIOT AeMOHTaXa
> H2 MECTE IKCINMyaTalu. AKKYPAaTHO BBIHLTE OCHOBHOH MOAYJIb H3 YNaKOBKH U
YCTAaHOBHTE €r0 Ha YCTOWYWBYHO TOPHIOHTANBHYt0 omopy wam cton. OTkpoitte
ABepily, BBIHBTE BCE NPHHALICHKHOCTH, KOTOpslC OBLTM 33KPETUIEHK B €ro
BHYTpeHHeH YacTH 19 yao0CTBa TpaHCHIOPTHPOBKH. YOeauTech, YTO BHYTPH
YCTpO#CTBA HET TOCTOPOHHHUX MpeaMeToB. C MOMOWLID KOMMYHUKAIHOHHOTO
Kabena MOAKIIOUHTE OCHOBHOM MOAY /b AHATH3ATOPA K IOCAEA0BATEIBHOMY MTOPTY

xommetoTepa (RS232), noacoeanuute WHYP NUTAHUA.

Puc.20 - Cxesma nooruioveniin LABSTAR 50
38
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Meperoa ¢ KWTANCKOTO M aHTIHITCKOTO A3EIKOB HA PYCCKHIT A3BIK

A Kabenn kommyHuKaoHHbi B Mogemn LABSTAR 50 npeacrapmser coGoit
pa3BeTBICANLI Kabelb U3 Tpex NMpoBoJoB. KoHEN CXOMWMOCTH TpeX NMPOBOAOB
CBA33H ¢ KOMMYHUKAIIMOHHBIM TIOPTOM OCHOBHOrO MOY.1A aHanusaropa. OuH U3
Tpex TPOBOKOB CBA3aH ¢ KOMIBIOTEPOM, JBa APYTUX ¢ HHTephelicom naaTel cGopa

AaHHEIX xoMmeioTepa PCIL.

3.2.2.4 YcraHoBKa KOMNBIOTEPA
VCTaHOBKY KOMMBIOTEPA HEOGXOANMO OCYNICCTBINTE OOWETPUHATRIM IR

. ITOTO COCOOOM.

3.2.2.5 3anyck B paGoTy U 3KCIUIyaTalus

lMpexne uem 1oAaTe IMUTAHWE K OCHOBHOMY MOJAY/IC dHATH3ATOpPA,
NPOBEPbTe HAACKHOCTE MNOAKIOYEHHA CHIHATBHOMO W KOMMYHHMKALMOHHOIO
kabelelf, a TalKe CETEBOro INHypa nuraHuA. YOeautech B TOM, 4ro oOmui
HOMMHAIRHHIE TOK ycTpoifcTBa HE NPEBHIIAET HOMHHATLHEIA TOK HCTOYHHMKA
nutaung. IlocIe 3TOro BKIIOUMTE TIMTAHWE M 3aITYCTHTE OCHOBHOH MOXYNL B
paboty. OCHOBHOW MOAYNs aHANW3aTOpa HAauYHET pafoTy B aBTOMATHUECKOM
peXUME.

BKIOUHTE KOMNBIOTED, ABAXKIE KIMKHHATS MBILIBIO HAa 3KpaH M BOHIMTE B
nporpaMmy. AHaIKU3aTop BOWAET B PEXKHM aBTOMaTHYECKOrO KOHTPONA.

J1a nepsMuHOro 3amycka CHcTeMbl HeoOXOOWMO MNpolTH mpouecc
peTHCTpaUyH, KOTopad WPOBOAMTCA  YMONHOMOYCHHBIM  NPCACTaBUTENCM
npousBoauTens. JUis 3Tore HeoBX0aMMO BO BCIUIEIBAIOMIEM OKHE «Perncrpans 8
CHCTEME» BBECTH HAWUMEHOBAHHE ydpeXacHHA B mone «HMs nogpasaeicHna» w
KO aHasm3aTopa B nonie «Kog annapata», KOTOPHI YKa3aH B CONPOBOAHTEABHOH
AOKYMEHTAIlMH, BXoasumiell B KOMIUIEKT TIOCTaBKH. 3areM MNOJYYWTL Y

L 4 TIPOU3BOANTETA HOMEP JINUCH3HH H BBCCTH €rO B [10.1C «JluueH3na».

9
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Tepeson ¢ xuratickoro ¥ aHrIMARCKOro A3LIKOB HA PYCCKMI A3BIK

Puc.21 - Pezucmpayun 8 cucmeme
Ilpn Haxatum Ha KHonky «Omnpeaenenue»  m3genue  Oyzmer

3apCrUCTPHPOBAHO M IOTOBO K HCIIOJIL30BAHHIO.

3.3 Hactpoiika napaMeTpoB CHCTEMBI

3.3.1 BpeMs KyILTUBHPOBaHHSA
AHanu3aTop aBTOMATHYSCKH HAcTpPOEH HAa BpeMA KYJIbTHBHpoBaHuA 120
vyacoB. IIpy HATUYUM ocoObiX TpeGoBaHHii HeOOXOAMMO MPH YCTAHOBKE (NIAKOHOB

« B YCTPOACTBO H3MEHHTH HACTPOHKY BPEMEHH HA 3KPAHE B NOJIE «3aIlaHHOE BPEMs»
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TMeperoa ¢ kutafckoro 1 aHTMMHCKOrO A3LIKOB Ha PYCCKHH A3HK

Puc. 22 - Yemanosxa praxonoe

3.3.2 TemnepaTypa KyJIbTHBHPOBAHUA
Temnepatypa KynstasupoBanus (35+1,5°C) sBasercs NOCTOSHHON H H3MEHEHHIO
HE NOMJIEKHT.
3.3.3 Hacrpoiika Ha3BaHUSA OTRCICHUA
BoiiquTe B MEHIO YNpaBJCHHA YCTPOHCTBOM, KIMKHUTE KHOTIKY
«CHcTeMHBIe HacTpoliku». Ha sKkpaHe mosBHTCs Auanoropoe okHo. Knuxuure Ha
¥ «HasBamwe oTZeNeHWsS», 3aTeM KIMKHHTE KHOMKY «AOGABHTB» M BBEJMTE
Ha3BaHWE HYXXHOrO0 OTAeleHHA. BriOpanHHOe OTHAe/IeHHWE MOXHO YAAIHTH ¢

ITOMOLIBIO KHOIKH «Y JaJIMTh».

Puc.23 - Oxpan LABSTAR 50 «cucmemubie Hacmpouxu»
3.3.4 COpoC HacTPOEK CHCTEMEI

BofizuTe B MEHI0 YNpaBNeHHA YCTPOHCTBOM, KIHMKHHTE KHOTKY
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TMepeBoa ¢ KUTAKCKOTO N ARFMHACKOTO A3LIKOB Ha PYCCKHH A3MK

«CHcTeMHEle HacTpolikm». Ha akpaHe mossuTca Auanorooe okHo. Knukxnre
xkHOMKy «OuMIneHHne ¢nakoHsl». J10 obecneuusaer cOpoc HHPopMauun o

HONOXKEHUU (IAKOHOB.

Puc. 24 - 3xpan LABSTAR 50 «cucmemnvie Hacmpoiikus
&I/Icnonbsyﬁre onuuio ¢Opoca HaCTPOEK CHCTEMAI TOJIBKO B MCKIIIOUHTENBHBIX
Cly4asX, HampuMmep, IPH CepBe3HBIX HEHCIPaBHOCTAX YCTpolicTea, mmbo
+ OTKJIIOUEHHH 3JleKTpo3Heprud Oonee, uwem Ha 1 vac. He pekoMeHayercs

HCTIONB30BaTh MAAHHYIO OfMIO NpH HOpMaubHoil pabore YCTpo¥cTBa, B

IPOTHBHOM CJlyyae Bce JaHHEle o6 uccneaoBanuu GynyT yTpaderh!!!

3.4 Tlopanox paboTel

3.4.1 3a6op o6pa3sLor KPOBH K APYrHX OMONOTMYECKHX XKHAKOCTEH

3abop 06pa3lioB KPOBH M APYTHX GHONMOIHYECKHX XuakocTell neobxomanmo
OCYLIECTBIISTE B COOTBETCTBHH C [PaBHJIaMH, YTBEPXKIEHHLIMH B 1abopaTopuu ¢
HCNOJNG30BAHHEM clienMANbHEIX (nakoHoB nmpou3soacTBa SCENKER Biological
Technology Co., Ltd. (6onee noapoGHyio nHGOPMALKIO [0 HCCIECAOBAHHIO KPOBH

W  u gpyrux OUOJIOrHYECKMX XHAKOCTEM CMOTpHTE B JOKyMeHTaumu Ha Cpeast

NIUTaTeNbHBE BO PNakoHax).

. KpoBp W npyrue OGuoNorudeckue XHAKOCTH AN MOCEBa cieayeT
Oparh, cobmogad MpaBHAA aceNTHKH, [UIA TOro, 4Todnl M30exaTh nonagaHus

MHKpPOOPraHU3MOB K3 BHEIIHEH cpeanl.
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[lepeboa ¢ KHTAHCKOro W aHTTHHCKOTO A3BIKOB HA PYCCKUI A3BIK

* Tlepen WCTOTR30BaHHEM  (MTAKOHOB  BU3YaNbHO  OTIPEACIAIOT
MpO3payHOCTL  Cpedbl, TH00e MNOMYTHEHHE CBRIOCTENLCTBYeT 00 WX
HETIPUTOTHOCTH,

- DOAAKOHE! JIOMKHK OBITh COTrpeThl 10 KOMHAaTHON Temnepatypst (18-
30°C)

. 3aop ¥ MOCEB KPOBH HeOOXOAUMO MPOBOJHTH BO BpeMA NOAbeMa
TeMINepaTypsl, BHaYale MOABNCHNA (TUXopankH. Jlns B3ATHA KPOBH HCROJL3YIOT

> CHENHAIBHEIE CTEPHIBHBIE CHCTEMBI JUTA 3a00pa KPOBH HIIN CTCPHALHBIC LIITTPRLIEI
Bo dnakone co3AaHO paspexeHHe., WTo obneryaet noces o0pasloB KpOBH BO
dnaxon. [Tepea B3ATHEM KPOBH OTAOMHTE Y (HIAKOHOB MUACTUKOBBIE KPLILIKH H
ANA Ae3vHpekuun o6paboTaTh BHYTPEHHIO KPHILKY catpeTKOH, CMOYCHHOH
70% STHIOBEIM CHMPTOM (MM 3aMEHSIOIMM AHTUCENTHKOM) B TeueHmH |
MuHYTH. KoXy Haa myRKTHpYeMOii BeHoll TiaTeapHO 06paboTats 70% ITHIIOBEIM
ciupToM, 3aTeM 1-2% wactolikoii #oga 30 cek. TTocite BrickIXanus obpaboTannoro
yuacTKa, [POWIBCCTH BEHEMYHKUWIO. J[Ns B3pOCHKIX MAllMeHTOB PEKOMEHIYETCA
v HCMOIB30BaTh B nape aspoOHuI W aHadpoOHbIH ¢naxoH. [Ipm MCMONE30BAHHH
CUCTeMBI A1 3a60pa KPOBHM TIOCEB NPOU3BOAMTCS CHauana B ad>polHEIA drakon
3aTem B aHadpoGHRA. (He W3BNEKaTh Uy W3 BEHbI MAlKEHTa BO Bpemsd 3aGopa
xposy. Tlocne OKOHYaHMS CHauana U3BIEHb WMy U3 QuakoHa. 3aTeM U3 BEHHI
naunenTa). [Ipy MCNOTb30BaHMM LUMPHIE CHAYATa BHECTH KPOBh B aHA3POOHEIH
hrakoH, a 3aTem B adpoGAbIA. (M3beraiite nonmataHnd BO3XyXa B aHaspOGHEI
bnaxoH). O6BeM KpoBx 0T SM:1 g0 10 MIT 11st BIPOCKIX st a3pOGHETX (AKOHOE,
oT 2 M1 10 10 M Z7% aHadpoOHbIx (JIaKOHOB H OT 2 Mn 2o 10 mn s peteit
(MeTKa Ha 3THKeTKe GIAKOHA TO3BONAET OUEHUTL O00LEM B3ATOH KPOBH).
ONTHMATLHOE  BhIACACHME  NATOreHOB  JoCTWracTes Tipyw  A00asiieHHMW
b MakcumansHoro oobeMa ofpasua. [lepememiath  OCTOPOXHO  KPYTOBBIMH
ABMXeHUAMU cofllepsikumoe  ¢iakona. [locre 3aBepmieHMs NpOUERYpPH  #HOA
yaaasoT ¢ koxu caaderkolt ¢ 70% OSTHIOBEIM CIMPTOM W o6sacTe mpoko.a
3aKpRIBAIOT JICHKOTLIacThIpeM. (DIakoHbl MapKHPYIOT € yKasaHHEM haMUIHN,

WHHIIHATIOR, JaThl POMACHHA W AaTsl B3ATHA MaTcpiala. W A0 TPaHCIIOPTHPOBKH B

a3
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MepeBoa ¢ kuTakckoro 1 aHrMMHCKOro A3ILIKOB Ha PYCCKHI A3BIK

nabopaTopHio conepXar NpH KoMHaTHOH Temmnepatype (18-30°C) B 3amMIICHHOM
OT cBeTa MecTe {He B XONOAUIbHHKE) He Oonee 24 4acos.

. CnMHHOMO3IOBYIO XHIKOCTh (JIMKBOP) MOMYHAIOT TpH moMOanLHOH
MyHKLHY, peXe NpPH MOYHKIMU OGOKOBRIX XeNyJO4YKOB MO3ra, KEJaTeABHO J0
Havaja npuemMa aHTubHoTHKOoB. O6nacTe myHKIKH obpabateiBaioT 70% 3THIOBEIM
cnupToM, 3areM 1-2% Hacroiikoii ioja 30 cek. [IepBele nOpLUHHK THKBOPA NAMEIOT
caMmblif BBICOKMH NOTEHUWaNn IS 3arpA3HEHHS MHUKPOOPraHHM3MAMM C KOXHBIX
TIOKPOBOB H JOMXKHE! 6BITh 0TOpomensl. Cpa3y nocliie NyHKLHH He MeHee 5 MI U

¥ e Gonee 10 MIT TOJYMEHHOrO THKBOPA ACENITHUECKH CleAyeT BHECTH B a9pOGHEIH
¢naxoH (IpH ONpeNeNeHHBIX KIHHUYECKHX CHTyalHsx HeoOxoaum aHadpoOHBIH
¢naxon). bonpmue o6beMsl (5-10 MIT) MOBHILIAIOT YYBCTBUTENBHOCTS KYJIBTYPhI U
HEOOXOAHMEI AN ONTUMANBEHOTO BHIZENICHHA NPUXOTIMBBIX GaxTepuit U rpubos.
Ecnu 06neM nmkBopa HeGonbwmiol oT 2 A0 5 Ma, a Takxe JUKBOp OT JeTeH -
ClenyeT HCMONB30BaTh adspobHule duakonsl ama Aereil. O6Gpasubsl HeoOXomMMO
OTIPaBUThH B NafOPaTOPHIO AJA HCCIENOBaHUA KaKk MOXHO CKopee, 3TO MO3BOJHT

4  TIOBLICHTE BEPOATHOCTD oGHapyXeHUA NaTOreHHEIX MuKpoopranu3mos. Ilpu
XpaHEHNH W TPAHCTIOPTHPOBAHMM CleAyeT M30eraTh HpE3sMEPHOro NeperpeBa M
ocoberHO oxnaxaeHUus (MOXeT GbITh HCIIOIB30BAH TEPMOC MM TEPMOKOHTCHHED
¢ TeMnepatypoit 35+1,5°C). Oxnaxaenue nuxsopa Hrke 30°C Bendr x rubenu
MEHHHIOKOKKOB, BpeMsi XpaHeHHs W TPaHCHIOPTUPOBAHHS He JOMKHO OHITh Gonee
8 1acos.

. [pu uccnenOBaHKH KHAKOCTEH OpraHHW3Ma M3 CTEPHIBHBIX B HOpME
nonocrefl (MepuTOHeaNbHas, IJIEBpajbHadA, CHHOBHANBHAA, MEpHKapAUATbHAsA
*KHAKOCTH) [N B3POCHBIX peKoMenayeTca Opare Ans Kaxaoro aspofHoro

« ($aaxona or 5 Mn 2o 10 M, Anst KaxAOTO aHA3POGHOTO ¢akoHa ot 2 M ao 10 Mn
MCCIIeyeMOM WUAKOCTH, AnA AeTel MU Kaxaoro ¢akoHa HeoOXomuMo OT 2 MA
no 10 ma wccneayemoii xuaxoctn. O6aacte myskumm obpabatbiBator 70%
ITHIOBBIM CITHPTOM, 3aTeM 1-2% Hacroiikoit Hoxa 30 cex. Cpa3dy nocne myHKUMH
GHONOTHYECKYIO KHUIKOCTb ACENTHYECKH CliellyeT BHeCTH B a’poGHBIH ¢rakoH

(Tpu onpefieNeHHBIX KIMHUYECKHX CHTYaLUSX HeoOX0auM aHadpoOHblil ¢uakoH).
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TTepesoil ¢ XKHTAACKOrO W aHFTHICKOTO A3LIKOB HA PYCCKHIT 36K

MuHUMATBHE 00BEM XUIKOCTH I8 BhlaencHua Oaxrepuit 2-5 M, ana
BEIENCHNUA TpuGos - 10 M. O6pasusl HeoGX0IWMO OTMPABHTL B TaGopaTopHio
I MCCIIeJOBaHUA KaK MOXHO CKopee. JTO TO3BOJNHT IMOBLICHTH BEPOATHOCTH
obHapyXeHHA MHKPOOpraHu3MoB. XpanWTe TpH KOMHATHOH Temneparype
(18-30°C) ne Gonee 24 uacos.

. CkopocTh  pocTa  TATOTEHHBIX ~ MHKPOOPTaHH3MOB  (PAMO
nponopuUoHaibya 06beMy BHECEHROTO Suomarepuana. ONTHMAILHOE BEIABICHUC
MaTOreHORB JIOCTHTAETCH MPH MakcHManbHOM ofbeme obpasua.

. IMocte 3aGopa W 1oceBa KPOBM WIH GHONOTHYECKMX HKHAKOCTEH
HeOBXOAUMO OTOPBATE ¢ (MIAKOHA MONOBHHY 3THKETKH CO WITPHX-KOAOM (BTOPYIO
NMONOBHHY OTHKETKA OTOPBaTb HEBOIMOXHO) W NpPUKIEHTH ee Ha GlaHk

HampasJICHHA HA HHﬁOp&TOpHOB HCCICAOBAHHC,

& l’[pu OTPLIBAHWH ITUKETKH CO LITPHX-KOIO0M Heo0X0ANMO CIISAWTE 32 TEM,

w1068 MH(OPMALINS Ha HanpaBieHnn W (urakone coenagaial

-+ A OG6pa3usl HeoGXOAMMO OTMPABUTE B [aGOPATOPHIO ANS HCCCAOBAHUA Kak
MOXHO CKopee. DTO MO3BOIAT MOBBLICHTL BEPOATHOCTh OGHAPYXEHHA MATONCHHBIX

MHUKpPOOPTraHH3MOB.

3.4.2 3arpy3ka ¢:1aKOHOB

3.4.2.1 C ncno:1b30BaHKAEM YCTPOHCTBA CYNTRIBAHHA IWITPHX-KOJAOB
Ha naHenn ynpas/ieHus KJIWKHHTE KHONKY «OTKpHITE» W OTKPOWATE ABEpIY

ocHOBHOTO wmoaynda. llocne oTkpuiTis ABepy KHonka «OTKPBITE»  CTaHET

HEAKTWBHOM.
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TNepeBoa ¢ KHTARCKOro U aHMTHHCKOro A3LIKOB HA PYCCKUR A3BIK

Puc. 25 - Omxpuimue 0sepu neped ycmarnoexoii praxonoe

Knukuute KHONKY «YcTaHOBUTH ¢uiakoH», Ha JKpaHe aBTOMATHYECKH

NOABUTCA AHATOroBoe OKHO. C MOMOIIBIO YCTPOHCTBA CUMTHIBAHHS IITPUX-KOJAOB
CUMTAliTe WUTPHX-KOA C 3THKETKH. AHAIH3aTOp aBTOMATHYECKH BBIACTHT sueHKy

A pasMelneHus ¢piakoHa, YcraHoBHTE (JIaKOH B HY)XKHYIO TO3ULMIO H KIMKHHTE
KHOTKY «YCTaHOBMTE» (IpA 3TOM Ha O3KpaHe HHTepdeiica Takad sveiika
BBICBETHTCA JXKENTHIM LBETOM) (puc.24). YCTaHOBHTE BCE HMEIOMIHECH I

4 npoBepkH ¢nakoHel M HakMure Kronky «[loarBepauTe». 3akpo#Te aBepLy

OCHOBHOTO MOIYJid, H OH aBTOMaTHYCCKH BO300HOBHT pa60Ty.
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TMepegon ¢ kuTaickoro 1 aHrMHACKOTO A3LIKOB HA PYCCKHIt A3BIK

Puc. 26 - Yemanosxa aaxorna

3.4.2.2 C BBOZOM IOTPHX-KOAA BPY4HYIO
OtkpoiiTe ABEPLUY OCHOBHOTO MOAYIA, KIHMKHUTE KHOMKY ««YCTaHOBRHTh

$r1akoH», Ha SKpaHe aBTOMATHYECKH MOSBUTCA JAMANOrOBOE OKHO. BpyyHyio
BBEAHWTE B HEM HOMeEp IUTPUX-KOAAa ¢ (iakoHa. AHaNM3aTOp aBTOMATHYECKH
BBIISTHT AYeiKy s pasMelieHHa (akoHa. YCTaHOBUTE (lIakoH B BHACNEHHYIO
sveiiky. KnuKHuTe KHOMKY «YCTaHOBUTBH» (MIPH STOM Ha IWIABHOM JKpaHe
&  uHTepdeiica 3Ta MO3UNUA BLICBETHTCH JKEATHIM LBETOM). YCTaHOBATE BCE
HMeoIMecd I TNPOBEpPKH (IakoHK H HaxMHTe KHONKy «[loaTBepAMTHY.

3axpoiiTe ABEPLY OCHOBHOrO MOAYIIA, H OH ABTOMaTHYECKHK BO30OHOBUT paGoTy.

&Hpu paboTe OCHOBHOTO MOHYJIS HE PEKOMEHIYeTCA 9acTO OTKPHBATh WIH
AEePXATh ABEPIY OTKPHITONH. 3TO MOXXET NMPUBECTH K H3MEHEHHMIO TEMMEPATYpPHl
BHYTPH MOIYA ¥ MOBMATH HAa Pe3yNbTaThl HCCICAOBAHHA.
3.4.3 Brog, 3anpoc ¥ CTaTUCTHYECKHH yueT HHDOPMallHK O NalueHTax
Beoa undopManun: Boiinure B MEHIO YNIPaBNEHHA YCTPOHUCTBOM, KINHKHHTE
kHonky «JlaHHble». Ha akpane mosBuTcA Auanorosoe okHo. KIHKHHTE KHONKY
o« «3anuchk» M HCNONB3YHTE crenuanbHOE YCTPOHCTBO CUMTHIBAHMA WITPUX-KOAA.
Verpoiicteo  Bhimact «HoMmep ofpasua» - HACHTHQHKAUMOHHHEA HOMep,
COOTBETCTBYIOIIME HOMepy WTpux-koja. [locne 3Toro BBeAuTe JAaHHEE O
nampenre (GHO, mon, BO3pacT, Ha3BaHHE OTACIECHHSA, HOMEP NaLHEHTa, UCTOPHA
Goneanu Ne, pata npoBepkd) B guanoroBoMm oOkHe. Ilo 3aBeplleHHM BBOAA

KITHKHHTE KHONKY «COXpaHUTLY.
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XPiAH»."™* LASEN )

Puc. 27 - BBeoj AaHHbIX
3anpoc uHdhopmauMm © cTatuCcTUKa: BoWgute B MEHK  ynpaBneHus
YCTPOMCTBOM, K/IMKHUTE KHOMKY «J[aHHble». Ha 3kpaHe nNosBUTCS AManoroBoe
OKHO. KnnkHnTe «CTaTtnucTKa», NosBUTCA AManoroBoe OKHO 3anpoca. cnonb3ylite
cneynanbHoe yCTpOVICTBO CUHNTbIBaHNA LUTPUX-KOAaA. YCTpOVICTBO dBTOMaTU4YeCKU
BbiBEAET Ha 9KpaH WH(opMaumio O nauueHTe, napaMeTpbl W pe3ysnbTaTbl
nccnefoBaHms. 3anpoc MHQoOpMauuM MOXHO OCYLLEeCTBUTb MO faTe, Ha3BaHWUIO

oTAeNeHuns, haMunmMm naumeHTa, HomMepy 06pasua, pesynbTaTy TECTUPOBaHMS.
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Hepeao;x ¢ KHTAfiCKOTo ¥ anrIMACKOro A3bIKOB Ha p}’CCKHﬁ A3bIK

»
Puc.28 - 3anpoc oannbix
) 4
Puc. 29 - Cmamucmuxa 0annbix no oame
KpoMe Toro, MOXHO BBIBECTM Ha OKpaH pe3yabTaThl HCCIIElOBaHUA B
rpaduyecKoM BHUIE.
¥ S

Puc.30 - 3anpoc oanneix, kpueas pocma
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patnmueckre n306paKeHns MOXHO COXPaHWTb Ha KOMMbHOTEPE: MPY HaXaTUK

KHOMKW «[1naH neyaTn» NOABUTLCA ANAOTOBOE OKHO A1 COXPaHeHUA AOKYMeHTa

Puc. 31 -CoxpaHeHne JOKyMeHTa

N306paxkeHne coxpaHseTcsd B popmaTe mdi.

3.4.4 KynbTnBmpoBaHue

lMocne ycTaHOBKM (pflakOHAa B OCHOBHOM MOAY/lb CUCTeMa aBTOMAaTUYECKU
HauHeT Ky/NbTUBMPOBaHMEe MUKPOOPraHnsMoB. TemnepaTypa B OCHOBHOM MOAy/e
noaaep>xueaetcs Ha ypoBHe 35+1,5°C. MoBopoTHbIA cTon modenn LABSTAR 50
MOBOPaAYMBAETCH C NOCTOAHHOM CKOPOCTbIO 26 06/MUH.

3.4.5 O6HapyxeHrne MUKPOOPraHM3mMoB

Linkn paboTbl aHanm3atopa A8 BbISBIEHUS  MWUKPOOPraHW3mMoB B
ANHaMUYeCcKoM pexxume anutca 10 MUHYT. DakoH € Ky/nbTypoil Nog AeicTBrEM

NPOAyKTOB  MeTabonusma GakTepuid  HauMHaeT  CBETUTLCA, MNpU  3TOM
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TMepenos ¢ KHTAHCKOTO M aHINHHCKOro A35IKOB HA PYCCKHi{ A3BIK

doTo3neKTpHUYECKHll JeTeKTOop O0OHApYXHBAaeT TaKoe CBEUYCHHE H TMOCHUIACT
COOTBETCTBYIOIIMI CHTHAN B AHANMTHYCCKHH ONOK CHCTEMHOTO KOMMOBIOTCpA.
IIpenycMaTpUBAeTCA NPEABAPHTENBHOE MpeobpasoBaHKe aHANOroOBOro CHrHana B
nuckpeTHsii. Ha rmaBHOM 3KpaHe uHTepdeiica Auckka, B KOTOpPOH YCTaHOBJIEH
(IAKOH H MAET NPOLECC MHKYOALMH, BEICBEYHBAETCA JKENTBIM LBETOM.

3.4.6 CucreMa onoBeIleHHA

CucteMa o6pafaTeiBaeT CHrHal, MONYYEHHBIH OT JNATYHKOB, W IPH

BHISBJIEHHH TIOJIOXMTENBHEIX TpoG cpabaTeiBaeT cucreMa onoseileHud. Ha

v
TIaBHOM OJKpaHe WHTepdeiica suedika, B KOTOpOH yCTaHOBJICH ¢$naKoH,
BHICBEUMBaeTCA KpacHuIM mBeTtoM. Ha rpaduxe MOXHO YBHACTH TOUKY IOA34H
CHTHa/a TPEBOTH.

<

Puc. 32 - Kpusar pocma ¢ mouxoii CuzHana mpeeo2u 018 NONONCUMEIbHO20 gaaxona
Vaanure $nakoH ¢ MONOXHTENLHEIM DE3yIbTATOM M3 YCTpoiicTBa H
ucrnons3ylite ofipasel JIA nepeceBa € UENHI0 NPOBENCHHS AONONHUTENBHBIX
uccnenopannii. GNaKoH, B KOTOpoM uepes 5 aneit (120 uacos) MOCAEJOBATENBHOTO
KyIETHBHPOBAHUA POCT MWKDOOPraHW3MOB He oGHapyxeH, OyAeT OTHeceH K
X  OTPHUATENBHBIM PesyNETATAM. ITpu 3TOM CHCTEMa BBEIACT COOTBETCTBYIOMIEE
omnoBemenue. Ha rnasHoM >kpane Mutepdelica suefika, 8 KOTOpO¥ YCTaHOBJEH

/IAKOH, BHICBETHTCSA 3/ICHBIM LBETOM. (IIAKOH MOXHO Y/IAHTE U3 YCTPOHCTSA.

A IMocne ynaneHus (GnakoHa ¢ MOJOKUTENBHBIM pe3ylbTaTOM H3 OCHOBHOTO

MOZAY/A aHAH3ATOpa HEOOXOAMMO HEMEICHHO NMPOU3BECTH NEPECEB U NPOBECTH
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MNeperoa ¢ KATaKCKOro H ABTIHHCKOTO A36IKOB HA PYCcKuH A3LIK

NONOIHATENBHOE HCCNCAOBAHAE, ITO MO3BOJIMT H30€XKaTh JIOKHOro cpabaThBaHHL
CHCTEMBI ONOBEICHUS.
3.4.7 Y nanenne $pnakoHoB

3.4.7.1 C ucnonb30BaHAEM YCTPO#HCTBA CUMTEIBAHUSA IITPHX-KOAOB!
Otkpoiite gBeplly ycrpoificTBa M yaiuTe (NakoHH € OTPHLATENLHHIM

pe3y/BTATOM (3eNeHblil LBET Ha SKpaHe MHTEpQeiica) WIH TOMOKHTENBHLIM
pe3ynbTaToM (KpacHHM LBET Ha dKpaHe WHTepdelica). 3aTeM KIHKHHTE KHOIKY
«Hspars dnakoH». Ha skpaHe aBTOMaTW4ecKd TOSBHUTCA IHANOrOBOE OKHO.
Lol Hcnone3yiiTe cnenHaibHOE YCTPONCTBO CUMTHIBAHNA MITPAX-KOAOB 1)1 BBEACHHA
HICHTHGUKALMOHHOro HoMepa obpa3ta B KIMKHHTE XHONKY «3biatey. IIpu atoMm
Ha TJIaBHOM 3KpaHe uHTepdefica auelika 1na yCTaHOBKHM (IaKOHAa BBICBETHTCA

OensIM. DTO 03HauaeT, YTo (NAKOH ¢ KyNbTypoil ObLUI yaaneH H3 yCTPOHCTBA.

Puc. 33 - Yoanenue gpraxona
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B cnyuae OLLIMBOYHOI0 UK NpeXXAeBpeMeHHOro yaaneHusa rakoHa

cuUCTeMa BblaeT NpeaynpexaeHue:

o6teJca dC''cyexM™ gerr rBIr(ir 2w y'nurers™nn'

Puc.34 - TMpegynpe>kaeHune
3.4.7.2 BBopA, WUITPUX-KOAA BPYUHYIO:
OTKpoWTe ABepuy YCTPOWCTBA, yAanuTe (1akOHbl M3 COOTBETCTBYHOLLUX

A4eeK (3e/1IeHbI NN KpacHbIW LBET Ha 3KpaHe). locne 3Toro KAMKHUTE KHOMKY
«3bATb (hnakoH». Ha 3KpaHe aBTOMaTU4YeCKM MOSBUTCH [MANOroBOe OKHO.
BpyuHyto BBEAMTE B HEM HOMEpP LUTPUX-KOAA U KNUKHUTE «3bATb». [pn 3TOM Ha
rNaBHOM 3KpaHe nHTepgeiica auelika ans ycTaHOBKM (PlakoHa BbICBETUTCA GebIM.

3T0 03HavaeT, YTO (PIAKOH C Ky/NbTYpoi 6bin yAaneH 13 yCTponcTBa.

A Mocne ypaneHne (nakoHa HeO6XOAMMO HEMEA/IEHHO 3aKPbIThb ABEpLY
YCTPOIACTBA BO N30EXaHWe OXNaXAEHNS ero BHYTPEHHER YacTu.

Mocne OKOHYaHMS PaboTbl MPW HaXKAaTUM KHOMKU «3aKpbiTb» NPOrpammbl

3aKpbIBAeTCS, HO MPU 3TOM aHanM3aTop NPo/oKaeT padoTy.

uBT3aT
BMriSAB, ur: »o>rB o' Wie TeHy?

i G J
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KpaTtkas cxema paboTbl aHasmM3aTopa npefcras/ieHa Ha pucyHke 36.

33500 06
KpoBa

L 2

Iocen ne $haaxon ¢
muTaTesmRoil cpequRt

L
VeranoBxa {xraxoa B
ARLTHIATOP KYTIBTYD KPOBE

[ 4
¢ OTPHOATETEHON

Ky IsTUBEpOBETE
B TeueHMe 5 el

BatayTs $aaxon ¢ L
oTpRuATeThHOH

Puc. 36 - bnok-cxema pa6oTbl AnaumsaTopa LABSTAR

3.5 MutaTenbHble cpedbl AN KynbTyp 1 061acTb NPUMEHEHUS

3.5.1 luTartenbHble cpeabl ANA KyNbTyp

Tabnuua 9
O6bem MpumeHeHNe L Tpux-
O6bem koga/
3abupae- nuTa- NpeHTu- ®oto
HanmeHoBaHune MOro TebHOI CbMKaLMOH
Marepna cpenbl -HbIiA
na HOMep
O6pasupbl
Cpepna nuTaTefibHas ans 610M0rNYecKoro 1A
KY/IbTUBMPOBaHNSA aspoboB  5.10 mn 25 MA marepunana XBZ
nauneHToB, He
FOHOHa® Bo thnakoHe NMPUHUMABLLINX
aHTNBNOTUKM
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Cpega nuTaTesbHas c Obpasup!

HelTpanmsaTopamu buronoryyeckoro
aHTMOMOTUKOB 4N 5.10 mn 25 Mn Emeg-lf?g: XCR
KY/IbTUBUPOBaHMSA aspobos MpVHY m|,/|x iiriiiisii
FOHOHA® Bo nakoHe HTVBMOTUKM
Cpega nuTaTtesnbHas c Obpasupl
HeﬁTpanm:;aTopaMM OMO/I0rNYECKOro Giiiiii
iiiiii
aHTUONOTUKOB 4na  2.10 mn 25 Mn rgjgﬂ?gg XYY
Ky/NbTUBMPOBaHMUA aHaspoboB I'IpVIHVIMaBLU;/IX izillliltl
FOHOHa® Bo hnakoHe aHTUOMOTIKM
O6pasLipl
Cpepa nutaTenbHasa 414 geTel 61010 N4eCKoro
c HeTpanusaropamu Mareprasia JeTen iiiniiiiiii
W apyrve XET oo
aHTNONOTUKOB ana  2.10 mn 25 M o6pasLb, ¢ iiiiiiiii
Ky/IbTUBMPOBaHUS aspobos TpyaOM
FOHOHa.® Bo (hiakoHe noajatoLLmecs
3a6opy

3.5.2 O6nacTb NPUMEHeHUS
®nakoHbl C NUTaTE/IbHOWN Cpefoi NpeAHasHayeHbl ANS KyNbTUBUPOBaHUSA 1
BbISIBIEHWUSA MATOrEHHbIX MWKPOOPraHM3MoB B 06pasuax KpoBM U APYrux

CTEPUNBHLIX ONONOrNYECKNX XNAKOCTAX OpraHnM3Ma 4YesioBeKa.

3.6 Mopagok  3abopa 006pasyoB  KPOBM U APYTUX  CTEPUSIbHBIX
O6M0NOrNYECKUX YKNAKOCTEN
3.6.1 Mopsanok 3abopa 06pa3LLOB KPOBK

3.6.1.1 lNMoka3aHua ans 3abopa 06pa3L0oB KPOBM
> Kak npaBwuio, nokasaHWem [f1s MNPOBELEHUS COOTBETCTBYHOLLMX

KNMHUYECKNX WCCNef0BaHUN ABNAETCA MOSIB/IEHWE OAHOI0 WM HECKOSIbKUX W3
cnefyroLwmnx CMMNTOMOB:

> MosblweHHasa (>38°C) wunm noHMxeHHasd Temnepatypa Tena (<36°C);

> O3H00;

> YBenuMyeHne Konu4yectsa neikountoB (6onee 10,0x109/n, ocobeHHO
"'cABUT NeKoUMTapHO opmMynbl BNeBo™)

> KpoBoTeueHne CAU3NCTbIX;

> Kowma;

> lNMonuopraHHaa HeOCTaTOYHOCTb;

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



Meperoa ¢ KUTAWCKOTO W AHMTHACKOTO T3LIKOB HA PYCCKWTT A3BIK

»  TloHMxeHHOE apTepHalbHOE NaBICHHUE;

»  TospiweHnnit C-peakTHBHHIN 6€N0K ¥ yUalllEHHOE ABIXaHAC,

»  [lauueHTn ¢ 3a00:1€BaHUAMA KPOBH HMEIOT MOHWKEHHOC COACPKAHWC
TPaHy/IOUHTOB U TPOMOOIMTOB, ¥ T.A.

3.6.1.2 YacToTa npoBEACHUA HCCIICAOBAHHA
»  3abop oOpa3suoB OGBIYHO OCYINECTBNACTCA B PAaHHWH W THKOBLIA

NEPHOAB NMOBLIUICHUA TEMIIEPATYPEI TEa NAUUCHTA.
» FEcomu y mnaudedta uWMeeTcs TNofospeHue Ha OaxrepHanbHBIHR
» IHOKAPAUT, INPOBONATCA TPH MHUKPOOMONOrHYECKMX WCCICIOBaHMA  AIA
BRIICIICHAA ITATOTEHHBLIX  MHUKPOOPTAHW3MOB, TpH 3ToM 3a00p  KpOBH
OCYLIECTBIISETCA HE MEHEe OJTHOTO pa3a B 4ac B TEUCHHE 24 4acoB.

» Ecam a0 mnpoBejcHHS HCCIeIOBaHUS KYIbTYypHl KPOBH TAalMEHT
nojiyua:n JjiedeHue aHTHOHOTHKAMH B TERCHWE OAHOIN-ABYX HEIENb, ITOCHE ITOTO
HeoOXOAMMO MpoBECTH ABA-TPH MHUKPOOHOTOMMYECKUX WCCICHOBAHKA KpOBU B
TEYEHHE OIHOTO JHS.

»  OmnH ofpalen JeNMTCA Ha JBE WM TP HaCTH KawIblid pas, u 3abop
OCYUIECTBIIAETCA ABa-TPH pasa B TeUeHUE 24 1acoB.

3.6.1.3 O6BeM 3abupacMoro MaTeprana
O6beM 3a6upaeMoro Matepyana cooteercTeyer Tabmune 9.

3.6.1.4 ITopanok obe33apaKuBaHUA KOKH
»  O6paboraTte y4acToK KOxk#W, rae GyAeT MpOM3BOAMTLCA NMPOKON A

3a60pa KpoBM U3 BeHbL, B TeueHue 30 cekyHa 70%-KuIM pacTBOPOM CIIMPTA;

»  O6paborath HacToltkol fona B Teuenne 30 cekyHa WM Honodopa 8
TeucHue 60 CeKyHI:

»  Vaamuth octatku ifoaa 70%-HBIM pacTBOPOM CTIHpTA.

»  Ilocne TOro, KaK CMpT UCMAPHUTCA, OCYIECTBUTE 3a00p KPOBH.

3.6.1.5 Topsanok oGe3zapaxuBaHug GIakoHa
»  O6paboTars pe3uHoBy10 NpoGKy ¢uakona B TedeHue 60 cexynn 70%-

HBIM PacTBOPOM CITHPTA.

» C NOMOIIBIO CTEPHABHON Mapid WiIH BaTHOTO TaMIloHa YIaTHThb

OCTATKH CIIMPTA € MOBEPXHOCTH PE3HHOBOW IPOOKHM;
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Tlepesos ¢ KUTAHCKOTO M aHTAHMCKOTO AILIKOB HA PYCCKUI A3BIK

»  Bsectu o0pa3isl KPOBH BO (P1aKkoH.

3.6.1.6 Xpanenwe ¥ TPaHCTIOPTHPOBKA 0OPA3II0B KPOBH
»  Tlocae 3a6opa 06pasusl HEOOXOMMMO OTIPABUTL B NTabopaTopHio Ha

MCC.TEIOBAHHE.

»  Ecmu ofpasell He MOXET cpasy e GhITh OTIIpaBlIeH Ha HCCIICAOBAHAE,
OH MOMKET XPaHHTLCA TIPW KOMHaTHOM Temnepatype (18-30°C). He momyckaerca
XPaHHTL (NAKOHBI B XOJNOIHOM NMOMEILEHHM,

»  Hccreaosarne oOpasia HeoOX0MMO HAYaTh HE MO3AHCE. YEM UEpe3
24 yacoB nocne sabopa.

3.6.1.7 KoHTponb 11pB NOTy4eHHH 00pa3iioB B nabopaTopun
»  [lpoeeputs oO6pasikl Ha HATAYHE BHANMON MYTHOCTH, HAETa,

GaKxTepHaNbHOTO ra30Ha, KOATYIAUHN W APYTHX MPU3HAKOB pocTa GakTepHit,

»  Ilpoeeputs cooTBeTcTBHE o0beMa ofpasua  YCTaHOBNCHHHIM
TpeOoBaHKAM.

»  [Tlpoeputh ¢uakOH Ha HanWYHE TEYCH, TPEWMH WM BUAUMEIX
3arpA3HEHHHN,

»  TIpoBepHTb  COOTBETCTBYeT JH WAQOPMAUWA HA  JTHKETKS
HaMPaB/IEHHIO, 4 TAKKE TIPOBEPHTD ITOTHOTY CBEAEHMUH O NMAIHEHTE.

3.6.1.8 [Mopsaaok oTOpaxoBKH 00pa3LOB
»  DnakoHK He MPUHMMAIOTCA HA MCCIICIOBAHHE, €CIH HHGopMauns Ha

dnakoHe He COOTBETCTEYET HAINpPaBICHWIO HA TPOBEICHWE aHamW3a, (pIaKoH!
HMEIOT TPEIIHHE HIIH BUAUMBIE 3aTPA3HEHHS.

»  @iakoHsl 6paKyloTcs, ecnn nocne 3afopa obpasua npouio Gonee 24
yacoB, TWN (IaKORa HE COOTBETCTBYET THIY HWCCNENOBAHWHA, CpOK AeHCTBUA
dnakoHa ucTek, ofbeM MaTepHana Bo quiakoHe HE IOCTATOUEH NS HCCICAOBAHUA,
HTA

3.6.2. CIIMHHOMO3TOBYIO XHAXOCTH (JIMKBOP) MOMyHaloT npH mombansHo#i
IYHKHUAHU, PEXE TTPH IYHKLVH GOKOBBIX XETYI0YKOB MO3Ia, KeNaTeNbHO 10 HaTasa
npuema anTHOHOTHKOB. OGnacte MyEKumH o6paGaTsiBator 70% STHIOBLIM
cnuproM, 3ateM 1-2% wnacrodikoi foga 30 cek. [lepBbie MOpUWH JTHKBOPa HMEIOT

caMblii BLICOKME NOTEHIMAN JIIS 3arpA3HCHUA MWKPOOPraHW3MamM#u C KOXHEIX
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TMepeson ¢ KUTalCKOro ¥ AHANHCKOTO A36IKOB HA PYCCKHI A3BIK

MOKPOBOB M JAOJDKHB! ObITH oTOpoutensi. Cpaly mocne MyHKUHH HE MEHee 5 Ml H
He 6onee 10 M MONyueHHOTO THKBOPA aceNTHHECKH CIEAYeT BHECTH B a3poOHEIA
¢nakon (Ipu ONpeAeNeHHBX KAMHHYECKHX CHTYallHaX HeoOXOXHM aHa’poGHbIl
¢naxon). bonsmme o6vemsl (5-10 M) MOBHIUAIOT YyBCTBHTENBHOCTD KYJIBTYPH U
HeOOXOAUMEI A ONTHMANLHOrO BbIOCAEHHA NPHXOTAMBBIX GakTepuit U rpubos.
Ecnu obneM nukBopa HeGonbluo# OT 2 40 5 MA, a TaKXke JIHKBOP OT AeTei -
CIeAyeT WCMONb30BaTh a3pobHble ¢uakoHb Ana Aeteit. O6pa3ubl HeobxomMMo
OTNPaBUTh B NaGopaTopHIo Mis MCCNENOBaHHS KaK MOXHO ckopee. JTO MO3BOIHT
%  [OBLICHT: BEPOSTHOCTh OGHAPYXKCHHS MATOTEHHBIX MMKpoopranuaMos. Ilpu
XpaHEHHUM W TPAHCIIOPTHPOBAaHHH clefyeT u3berath 4Ype3MEpHOIO Neperpesa M
0coGeHHO oXaKaAeHHA (MOXET GBITh HCTIONB30BAH TEPMOC HIIH TEPMOKOHTEHHED C
temneparypoi 35+1,5°C). Oxnaxaenue nukeopa Hmwke 30°C Benér k rubemm
MEHMHIOKOKKOB, BpeMs XpaHeHUs W TPaHCTIOPTHPOBAHHA HE JOKHO ObITh Gomee
8 yacos.

3.6.3. Ilpu uccnenoBaHUM XUAKOCTEH OpraHW3Ma M3 CTEPHIBHBIX B HOpME
@ [05oCTeli (nepuTOHeanbHad, MIECBpAIbHASK, CHHOBHATLHAS, IePHKAapAWaIbHaA
KHIAKOCTH) A9 B3POCIBIX peKOMeHIyeTcs Gpars Ans Kaxaoro aspobHoro ¢rakoHa
oT 5 Mn go 10 mi, ans Kaxgoro aHaspoOHoro ¢uiakoHa or 2 ma go 10 mn
UCCNESAYyEMON KHAKOCTH, AN AeTell Qg Kaxaoro ¢raxoHa HeoOXoauMo oT 2 Ma
no 10 mn uccnexyeMmoit kuakocTH. O6GaacTe nyHkuuu obpabareiBaior 70%
STUNIOBBIM CHIHpTOM, 3aTeM 1-2% Hacroiikoii fioga 30 cex. Cpasy nocie MyHKIHH
GHONOTHYECKYIO KHUAKOCTb SCENTHYECKH CIIeyeT BHECTH B adpolHbIM dakoH
(npH onpeAeNeHHBIX KIMHUYECKHX CHTYaLMsaX HeoOGxoxuM aHaspoOHblH ¢rakoH).
MunuManbHelii 00BEM KHOKOCTH QAN BbiAeNeHus Oakrepuit 2-5 Ma, a1
o BbldeneHns rpubos - 10 mu. O6pasusi HeoOX0aMMO OTNIPaBHTE B NabopaTopuio ans
HCCACNOBAHHSA KaK MOXHO CKOpee, ITO MO3BOJIUT MOBBICHTL BEPOATHOCTE
oOHapyXXeHHS MHKpOOpPTraHH3IMOB. XpaHHTb 0pPH KOMHATHOMH 'remneparypé

(18-30°C) ne 6onee 24 yacos.

3.7 TonkosaHHe pe3yabTaTOB

OOBIMHO KpOBb M OUONOTMYECKHE XKHIAKOCTH YENOBEKa HE CONEPXKHT
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Mepenoa ¢ kWTaklickoro ¥ aHTMHACKOe S3LIKOB HA PYCCKHI F3BIK

Gaxrepuii. bakrepHaibHas MHBA3WA MOXET B&I3BaTh OAKTECPUEMHIO WIH CETICHC.
CynTaeTes, UTO NALVEHTH ¢ SHIOKAPIUTOM, JHAAPTEPHUTOM, OPIOIIHEIM THHOM B
panHel ctaguu, OpyuemnesoM cTpafaloT oT OakTepuemun. Ilepemexaromasnci
GaKTepHeMUs MOMET COTIPOBOXATh HEKOTOPHIE ApyTHE WHEKIMOHHHE
3a6oneBanua. PalHele pe3yAbLTaTsl KYNBTHBMPOBAHHA  QHANH3UPYIOTCA B
3aBUCUMOCTH OT KOHKpeTHOH cuTyauun. Pe3yisraTel Ky bTHBUPOBAHHA HE AAt0T
OZIHO3RAYHOIO OTBETA HA BOMPOC O HAIHUKM DaKTCpHEMUN.

3.7.1 OTpuuaTeIbHBIE pe3yILTATH

> OTpHLATENIBHbIE PE3YLTAaTE! MOXKHO TOIKOBATE CIIEIYIOMNM 00pasoM:
(1) BakTepueMuf OTCYTCTBYET
(2) TlauMeHT WMEeT KNMHUYECKME CHMITOMBI, HO OakrepHeMus HeE
ofHapy3eHa 1o cIeTyIoMUM MPHYHHAM:
»  MecTHblit HHPCKIUOHHBIN TTpoliEce
»  O6pasen comepxurT OGakrepud ¢ OCOOLIMM  MUTATCTLHLIMH
noTpeGHOCTIMH, XTaMuany, Dakrepuu L-dopmut
< »  Hesninonneuue TpeGoBanuii Ko BpeMeHH 3a0opa KpoBU
» [llpoeegeHuwe  auTWOaKTEpHaNbHON  TEpanmWd A0  NMPOBCACHHA
NCCENOBAHHA
»  Ilepuoawueckad GaxrepueMus
Mepel 10 yCTpaHeHmo npu4uH (2):
»  nosTopHbli 3a60p ¥ HccaenoBaHue 06pasoB KPOBY.
3.7.2 TTonoxuTEIbHBIE PE3Y/ILTATEL:
(1) [TonoxuTenbHbIE PE3YIILTATHI, TONYYEHHLIE OMHOKPATHO!
»  Tarorerrbie 6aktepuu: Brucella, Salmonella u T.1. baxtepuemns
» »  Canpodwte:  Propionibacterium,  Staphylococcus  epidermidis

KoHTamMuHaugas
(2) Toa0KHTEILHBIE PEIYNALTATEL, MONYUEHHRIC HECKOMBLKO pas!

¥ Te xe 6aKTepun: MCRUHIUT, JHIOKAPAUT 1 GaKTepHeMHs
» Pa3unle GakTepuy (10 MPHUKHE NOJABNCHUA MMMYHUTETA): IEPMATUT

u GaxkTepuemMus
5o
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Tlepesoa ¢ KWTAACKOrQ H AHTTHIICKOTO A3BIKOB HA PYCCRUR AIBIK

4 Texunueckoe 00CTYKHBAHHE H TEKYLUIUH PEMOHT
4.1 TexHHYeckoe 00CITy XKHBAHHE, OCYHIECTBIAEMOC NT0IE30BATEIEM!

Bua obciryxuBaHus

LABSTAR 50

OuncTKa BO3AYINHEIX PHALTPOB
npecHoit BoROM

1 pa3 8 2 Hened

Y6opka nsinu 8 pabouch 3oHe
aHanu3aTopa

I pa3 B 2 Mecaua

OYHCTKA MPONIMTHIX KHAKOCTEH Ha
aHaIN3aTop

B ciyuae yTeukn Win
nospexaeHus QIaKoHa yaanuTh
IPOITHTYIO JKHIAKOCTD B
COOTBETCTBUH C MMPOLICIYPOH
JCKOHTaMHHALIHHA,
PEKOMEH10BaHHON B Ta00paTOPHH.
Toc:1e Ac3HHPEKIMHE IPOTEPETH
BIAKHON cangerkoi (CMOUYECHHOH
TO:1LKO BOJIOI) M TPOTEPETD
HaCyXo.

OYHCTKA NPONTATHIX XKUAKOCTE(
BHYTPH aHaau3aropa

[TponuTsic BHYTPH
anammMaaropa ofpa3is HeoOXoaUMO
YAANATH X TIPOBECTH JAe3HHGEKUHIO
TIOBEPXHOCTEH B COOTBETCTBHH C
YTBEPXKICHHOH MPOLIEAYPOH.

ITpoBepka YHCTOTHI AaTHHKA
(reTexropa) ananusatopa

1 pa3 B 3 MecALa, NpH
HeOOX0AUMOCTH OHHCTHTh CYXUM
BaTHLIM TAMIIOHOM

Hpoacpxa BBIXOAHOTO HATIPAXKCHNSA
craﬁnnuanpoaamloro UCTOYHHKA MUTAHNA

| pa3 B 6 MecslleB

IMoaaepxxaHre 3aaHHON
TeMMepaTyphl U BIAKHOCTH B JlaGopaTopHi

KpyraocyTouHo

OTKmoYeHUEe NMHTaHUA Ha
aHaNM3aTope B CIydae OTKIOYEHHA
2JEKTPOIHEPTHH

[MTocne rozoOHOBNEHUA
NMUTAHUA BKTIOYHUTH aHAIN3ATOp

BEIKTIOUHTE MHTAHHE aHANH3aTopa "
TiEpe3aITyCTHTD 3aHOBO B cilydae nepebos ¢
CUCTEMON CHTHATH3AUWH H HEBO3MOXKHOCTH
HCTIpaBIcHUA OUINOKH

Yepes 3 MUHYTH OCHE
OTKTIOMEHHS
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TMeperoa ¢ KUTANCKOTO W ZHIIHHACKOTO A3LIKOB Ha PYCCKHIL A3BIK

4.2 B0o3MOXHBIC HEUCNPABHOCTH U WX YCTPaHCHUE

Kareropus
[MpyuuHa CnocoGrl ycTpaHEHHS
HENCTIPABHOCTH
IInyp nuTaHus [Tposeputs
OTCYTCTBYET HIK MOZK/MIOYEHHE WIHYpa
BRICKOYM.T H3 FHE3AA. NUTAHNA C 0OEHX CTOPOH.
C6oit nuranud B Brikmoyare1b YcTaHOBHTH
OCHOBHOM MoJyIe TIUTAHUS OCHOBHOTO BBIKIKOMATENL B NNOTOXKEHHUE
MOIyNs HAXOAWTCA B «BKJTIOUEH» (OH PaCIIOIOKEH
» NOJIOXKEHHUH B HIDKHEM NMpaBoM YTy Ha
«BBIKJIFOYEH. 33;IHEH NMaHENH OCHOBHOIO
MOTYJL ).
| KoMMyHRKaLOHHBIH ITpoBepuTE NOAKTIOYCHHE
TToreps cBszu [IK ¢ ka6ens ces3u Mexay [TK | kabens ¢ o6enx CTOPOH.
OCHOBHRIM MOIy.JIEM ¥ OCHOBHBIM MOJYIEM [epe3arpy3nTs OCHOBHOH
OTCYTCTBYET WM MIOXO | MOAY:Tb.
MOACOEANHEH.
CIMILKOM BbICOKas I. CokparuTh Bpems
o TEMIIEpATYpa B OTKPRITO ABEPH TIPU
Cwrnan o npessllieHHH | MHKyOaTope. 3arpy3Ke/BLITPY3Ke
JOIMyCcTUMOR ¢rakoHOB
CaMuikoM HU3Kas
TEMTIEPATypBl 2. OuMcTaTh PKpaH puILTpa.
TEMNIEPATYpPa B
3. [TpoBepHTEL TEMNEPATYPY
HHKyOaTope.
B NOMelNcHUK nabopaTtopuu.
Ec/iH aHanu3aTop HaXoAHTCH
B OTKPHITOM COCTOSSHHW WITH
Ucceneaosanue
MMEET MECTO OTKJIIOYEHHE
[MpeKpaulaeTcs Ha
nutaaug 6onee 30 MunyT, TO
nepuoa 6o:1ee 30 MUH.
BCce (TaKOHE! TIOLIEKAT
OTOpaKOoBKE.
] 1. CKkonvpoBaTh JaHHbIE H
o0paTHTECH K
TToTreps JaHHBIX JUCTPUOBIOTOPY.
2. Bce dnaxkows! noanexar
OTOpaKkoBKe.
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MNepesox ¢ kUTANCKOrO W aHMINHCKOTO T3BIKOB Ha PYCCRHIT AZBIK

Ommubxa pnakona

1. dnakoH HeNpaBUABHO
YCTAHOBJIEH B AYEHKE

2. ®nakoH yopaH K3
YCTpOHCTBA

3. HenpaBu:ibHas sfueiika
4. O6opyaosanue
NO3NIHHA KOHTPOJLA
HEUCNPaBHO.

1. [TpaBuABHO YCTAHOBHTH
¢nakoH
2. BepHyTb OTCYTCTBYIOIIWE
(IAKOHB! B TIOJOKCHHE
MO3ULKK KOHTPONA.

3. Yoparb GnakoH U3
| HENpaBWILHON NMO3HIIHWH H
Mepe3anycTaATs aHAU3aTop.
4. OTKTIOYHUTL HEUCTIPABHYIO

w MO3ALUMIO KOHTPOJIA.
. CMEHUTS NITaRKHH
ARanu3aTop He [Teperopen 1aBKui
peJOXpaHHTeNs (SA,
BK.TIOUAETCH TIpeA0XpaHTelh
220B).
Y6path (p1akoOHEI, BpeMA
Awanusatop paT ¢ pe
HHKYOanuu KOTOpPBIX
TIOTHOCTRIO 3aTI0JTHEH
| HCTEK.10.
Jamextenue ckopoctd | |. Y6eauTecs, UTo PnakoH
BpalllcHUA poTopa pa3uelles NPaBHIEHO
& [peBHILICHKE CKOPOCTH 2. YcTpanUTE NpHYBHY
BpalieHus poTopa INpexpamenue BpalleHns | MOMEX
potopa 3. Bee dpnakoHBI MOJUIEKAT
oTOpaKoBKe.

ZE B ciyuae HEBO3MOXHOCTH  CaMOCTOATENLHOTO  YCTPAHCHHA
HeWcTpaBHOCTeH  ofpaTHTech B CEPBUCHBIA  LEHTP  yMOIHOMOYCHHOTO
npeACcTaBuTENs MporsBoanTeNs B PO.

5 XpaxeHue ¥ TPaHCIIOPTHPOBAHHE

5.1 TpaHcropTUPOBAHHE

P Vnakoganioe MW TpaHCNOpTHPYIOT  BCeMHM  BHAaMHM  3aKPHITRIX

TPAHCIOPTHBIX CPEACTB, B COOTBETCTBHH ¢ MpaBHIaMH NepEeBO30K TIpPy30B,

NeHCTBYIOUIKMH Ha JAHHOM BHIC TPAHCIIOPTA.

PasMemedne 1 KperieHue sumkoB ¢ MM nomkHo obecrieanBath WX

)’CTOi’I‘-lHBOB TTOJIOXKEHKE, HCKTIONAX BO3MOXHOCTE CMCIUCHHA AUIMKOB U Yaapos

UX JpYT O ApYTa ¥ O CTEHKH TPAHCMIOPTHHIX CPEACTB.
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TNepesox ¢ kuTafickoTo ¥ aRTIHACKOTO A36IKOR HA PYCCKHIT A3BIK

YcAoBUA TPAHCTIOPTHPOBAHMS
JlnanazoH TeMnepaTyp okpyXatotei cpesl: oT MuHyc 20°C jio nmoc 55°C:
JInanason OTHOCHTENBHOM BlIaXKHOCTH: 45% - 95%);
Jwanasou atMocdepuoro zasneHns: 50,0 kITa-106,0 xTla.

5.2 Xpanenue

Tpu ynakoske B AEPEBAHABIC AMMKKYU HA YIIAKOBOYHBIX MECTAX YKa3zaHa
JONYCTHMAA BbICOTa ITaBGeIMPOBaHIS SILMKOB APYT Ha ApyTa, He Sonee 2 (ABYX).

Jna obecneuenus HopManbHoi paGotel MM HeoOX0ARMO yCTaHABIHBATE M

v XPaHHUTH B CAETYIOUINX YCNOBUAX:
» TemmepaTypa okpyxatomeii cpeasi: o1 nmoc 10°C 10 mmoc 30°C;
» OTHOCHTENLHAS BIAKHOCTL: 45- 85%;
» Atmocdeproe aasnenne: 86,0 kila -106,0 xI1a
» YcrpoitcTBo HeoGX0auMMo Gepedb OT NONANaHUS [LITH, HIPAMEIX COTHEYHRIX
nyqel, KUAKOCTeN, arpecCHBHLIX ra3eB, a TAKXe He MOABEPraTh BO3ACHCTBHIO
BUOPpALIMI M CUIBHBIX JNEKTPOMArHHTHBIX [TOACH.
v
6 T'apanTuiiHele 0643aTENLCTB
TlpoussoauTeNs  rapaHTWpyeT coorserctBue MM yCTaHOBNCHHBIM
TpeGOBaHUAM CTAHAApPTOB M JOKYMEHTAUNH MNPOM3BOIMTEIA MpH cobmoaeHNH
YCIOBHS TPAHCNIOPTHPOBAHHA, XPAHEHMA, SKCTLTyaTalHH.
Cpoxk cmyx6s1 — 10 7eT.
TapaHTHiiHDBIA CPOK 3KCTIAYaTaUMH — | rosl ¢ MOMEHTa IPHOOPETEHHA.
["apaHTWiHEI CpOK XpaHeHus — 2 rofa.
T1pou3BOMTENL He HECeT OTBETCTBEHHOCTH 3 Kakoh-nmbo NpUYHHEHHLIH
yuep6 HIM MOBPEXACHWA NPH WCHOIB30BAHWA aHaAW3aToOpOB, MOKa HE 6yaer
4 JIoKa3ana ero BUHA.

7 TlopsAAOK OCYUIECTBIICHWA YTHIH3AUWK ¥ YHUYTOXKCHHA MCARUMHCKOrO

N3aema
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Meperoa ¢ KATANCKOr® H aHTAUECKOTO A3LIKOB HA FYCCKHI A3BIK

H3genmme NOMIEKMT YTHIH3aUMM B COOTBETCTBHH ¢ ACHCTBYIOWIMM
saKoHomaTeancTBOM Poccuiickoft deaepallny Ha MOMEHT YTHITH3ALH N,

CocTaBHBHIC  WacTM  aHaiW3atopa, OTHOCATC8 K Kiaccy A
«DNUIEMHONOTHIECKH 6e30MacHBie OTXOMBI, MO COCTaBy UPHOIMKEHHBIE K
fBep,an GEITOBBIM OTXOAAM» ¥ YTH.IM3KPYIOTCH B COOTBETCTBUM C TPEOOBAHUAMH
CanlluH 2.1.7.2790-10.

Bronornueckie 0Gpasiiel MOIYT COepXKaTh MATOrCHHEIE MHKPOOPTAHU3MBI,
B TOM uMCie BHpyC remaruta B u Bupyc uMMyHOAeQHUHMTA ueNOBEKA
(BUU),—nosToMy cpeasl Bo ¢ulakoHax oOTHocATes K Kkhmacey B -
«DNHAEMHOIOTMYECKN ONacHKE OTXOAb» 1 TpeOyIOT COOTBETCTBYHOUIHX MEp
NPEIOCTOPOKHOCTH NP WX yTH:M3aukK cornacHo CanllvH 2.1.7.2790-10.

Hcnoms3opannnie  (uiakoHet — moAmexar  ofeszapaxusanuio.  Ecim
naGopaTopysi OCHAIlEHA aBTOKAABOM, TO 00€33apaXWBaHAE  MPOU3IBOANTCH
aBTOKNIABHPOBAHWEM (BO3AEHCTBME BOJASHOTO Napa TOA AABNEHWCM) MpH
Temnepatype 121°C # xasnermu 1,2 atm. 20 muHyT. DNakoHel ¢ OCTATKaMu
KpPOBY WM JPyruX OHOIOTHYECKHUX 00pasiios, 3aKPLITHE KPHIIKaMH, cobuparot B
YCTOHYMBEE AN BRITEKAHHA XKHMAKOCTM €MKOCTH KW [UTACTHKOBBIE NaKETEl,
NPHUTOIHLIE AT PUIMIECKOTO METOa 00e33apakHBAHHUA H IOMELUAIOT B ABTOKIIAB.
[ocne aBTOKNABHPOBAHMA OTXOABl MEPEMEMAIOT B KCNTHIE WaKCThl ¢
MapKHpoBKoit «MeIMUMHCKHE OTXOAM knacca B». OTBETCTBEHHBIA 3a cbop
OTXOZIOB B J4HHOM MEIHUIWHCKOM TIOApAasIe/ICHAW 3aBA3KIBACT IIAKET HJINA
3aKpHIBAET €0 C HCTIONMB30OBAHWEM OHPOK-CT/XEK WM JIPYTUX TIPHCNIOCOONCHUH R
ykassiBaeT Ha ApAbIke Aaty, spems, ®.M.0. oteercTennoro nuua. IlakeTw
YAQISOT B MECTa BPEMCHHOrO XpaHeHHs OTXOAOB AN MOCIERYIOLIEro BEIBO3A H
yrunusaimn. Ecmu naGopatopus HE OCHauleHa aBTOKNABOM, 06¢33apaxMBaHue
A TIPOM3BOAUTCA ¢ WCTIONGE30BAHHEM APYTHX METOHOB, YCTAHOBICHHKIX MECTHHIMH

HOpMaMH ¥ IIpaBHJIaMH.

6d
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Iepesoa ¢ KATRCKOTO W AHITIHACKOTO NILIKOB Ha PYCCKH A36IK

8 Ilpunoxenue A

CeeeHna 06 UCTTRITARUAX C UCTTONK30BAHHEM IITAMMOB AMEPHKAHCKOH
KOJLTEKIMH THITOBBIX KyabTyp (ATCC)

Kon Merton obHapyxenns
1liTaMMBI QrTamMMa Yci1osus NaTOreHHLIX Pesynbrate!
MUKpOOPTraHH3IMOB
CpaGarksanue
Neisseria meningitidis | ATCC13090 Temneparypa | Bpems | Kymwrypa, BuABrcHHas CHCTEMB
(C) {u) HHETHITOPOM ONOBLUIEHAR
AHANH3ETOPA
Cpafuaremalue
Haemophilus influenzae | ATCC19418 35 <72 | KyAeTypa, BEIABACHNAR CRETEMM
AUBNKSATOPOM QHORCIICIIAA
» aHazH3aTopa
CpabarmBanue
Streprococcus ATCCE305 35 < Kyastypa. BHIABICHHAS CHCTEMbI
preumaniae - aHaIN3aTOPON ONOBERICANWA
AHanUIaTONA
CpaGarsipasiue
K)'!Ibwpa, BLIABICHHASR CHCTEMN
Streptococcus pyogenes | ATCC19615 35 <72 ANBAHIETOPOM ONOBEIEIHS
aranwiaropa
Cpabarnipanue
. KyasTypa. BISBNCHHAR CHCTEMBI
) 5 3
Psendomonus eruginosa | ATCC27853 35 <72 A —— i
QHATHIATOPE
CpabareiBanue
. . KyasTypa, BRABICHAAA CHCTEMLI
Candida albicans ATCC18804 35 <72 L S
o AHATW3ATOPE
Cpabaruipanse
Kynetypa. BRISANCHIIAN CHCTCMBI
3 Y R
Staphylucoccus aureus | ATCC25923 35 <72 AALIIBTOPOM ONOBCIIEHNA
aKaTH3aTOPa
CpaGarvisanne
. . a Ky:TbTy pa, BEIRBIEHHAR CHCTEMEL
. el .
Escherichia coli ATCC25922 35 <72 A A— J—
ananMaIaTopa
Cpabarstpanne
. y . KyauTtypa. shisRaenHas cHCTEMI
el -
Alcaligenes faecalis ATCC8750 35 <72 el HIOBELIEHAS
aHaTw3aropa
CpaGatiisanne
Clostridium histolyticum | ATCC19401 35 <72 | KyTeTYPa, BRARTERHAL CHCTEMb!
AUANHZATOPOM oftoBeILeHIs
auannIaTopa
CpaGarpisanne
. - - KyanTypa. BRSRICHHAN CHCTEME
Clostridium perfringens | ATCC13124 33 <72 ey OOBEMICHAS
é aua:H3aTopa
CpabursiBanne
; KvarTypa. BLIABIIEHHAS CHCTEME
\ ) >
Bucteroides fragilis | ATCC25285 35 <72 AANIDATOPOM OTIOBELICHNS
aHanusaTopa
Cpabarnmanne
Bacteroides vulgatus | ATCC8482 35 <73 | Kyneryps. BhiaRIenHas EHCTCMH
AHLINIZTOPOM ONOBCRICHHS
ananvsaropa
63
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TTepeBoll ¢ KHTAHCKOTO W AHITWHCKOTO A36IKOB HA PYCCKHI MIBIK

9 ITpunoxenue B

TpeBosanus Kk 6e30MacHOCTH, METOA UCTIBITAHHHA H HOPMEI IPOBEPKH (o
craHaapry GB4793.1-2007)

B0 Vcrosus npuMeReHHs npubopa
a) JIng ucnoas30BaHAA B TIOMEUICHHH,
b) Temneparypa: 10-30C
¢) Bnaxuocrs: He 6onee 85%
d) TpeboBanusa K 3/MEKTPONMTAHMIO: KofeDaHHA MONAYH SHEPTHH HC JO.KHBI
npesbimars 10% cTaRIapTHOTO HANPAKEHUS
¢) Kiracc nepeHanpsKeHHs: KIace THHaMHYECKOro NepeHanpsixxeHUsA Il
f) Yposens 3arpasHerus: kaace Il
B1 Mapkuposka ¥ JIOKYMEHTEI
B1.1 Mapkuposka
B1.1.1 O620p
TpeGosanua: Hammicy ¥ CHMBOJEI Ha BHEUIHCH YNAkoBKE AO/MKHEI OTBEIATH
¥  peGosarmam mynxra 5.1.1 B GB4793.1-2007.
MeTos HCTIEITAHAMIL: MYTEM BU3YanbHOMO OCMOTPA.
B1.1.2 Mapkuposka
TpeGoraHRA: MapKUPOBKA HA aHAITM3ATOPE JOJDKHA OTBEYATH TPECOOBAHUAM IYHKTA
5.1.2 8 GB4793.1-2007.
MeToa HCMBITAHWH: yTEM BH3YRJIBHOTO OCMOTPA.
B1.1.3 UcTOYHHKH CETEBOIO NUTaHNUA
TpeGoBanmsa: MApKHPOBKA Ha aHAIN3ATOPE 0IKHA OTBEYaTh TPEGOBAHUAM TTYHKTA
5.1.3 8 GB4793.1-2007
a) poa ToKa UCTOYHHKA NUTaHUA.
b) HoOMURANEHOE SHAYCHWE HATIPIKCHHS.
) MakCHMa/IbBag HOMUHATbHAS MOIIHOCTD.
MeToa ncnbTaHMit: yTeM BU3YalbHOrO OCMOTPA.
B1.1.4 [Ipeaoxpanureb
TpeGosarus: O A0HKeH OTREUaTh TpeBoraHHAM MyHkTa 5.1.4 B GB4793.1-2007.
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TepeBoil ¢ KUTAHCKOTO W aHTIWACKOTO A3TKOB HA PYCCKHH A3b1K

MeTox ucnuTaHKi: MyTeM BH3YAILHOTO OCMOTPA.
B1.1.5 KaemMMul, coeTMHEHHS M YCTPOHCTBa yNpaBIcHUA
TpeGoanua: HasHaueHHe KleMM. COCIMHMTEIEH M WHAMKaTOpa HeobXommvo
yKa3aTh, ecii 310 Tpefyetcs B Uenax cobmonenns mep GesonackocTn. Ecm ans
9TOTO HEAOCTATOUHO MECTA, MOXKHO HCMONL30BaTh cumBo:l 14 Tabmuust 1.
MeTo HCNBITaHW: TyTeM BH3YaTkHOIO 0CMOTpa.
B1.1.5.1 Knemma
TpeGosaHna: KNEMMB! JOJDKHE! GLITE PACTIO3HAHEL.
MeToa ncnEITanyit: MyTemM BU3YaIbHOIO 0CMOTPA.
B1.1.5.2 KneMMBI 38 COSANHEHUSA ¢ UCTOUHMKOM CETEBONO MMATAHHSA
He npuMeHUMO
B1.1.6 Bekmovarenu
TpeGoBanus: T0.DKHBI COOTBETCTBOBATH TpeGOBAHWAM ITYHKTA 5.1.6 cranjapra
GB4793.1-2007.
MeTon HCNBITARAUIA; ITYTEM BU3YaILHOIO OCMOTPA.
B1.1.7 O6opynoBakue, 3alMmIeHHOE ABOKHON HITH YCHICHHON M30NALUEH
TpeGoraHHA: A0IKHO OTBEaTh TpeGoBaHAAM MyHKTa 5.1.7 cTanaapTa GB4793.1-
2007.
MeTon UCTILITAHAIA: MyTEM BU3YAIBHOTO OCMOTDA.
B1.1.8 PacnpenenurensHan Kopobka
He npumennmo
B1.2 lMpeaynpexnalomue Ham1icy
TpeGopamus: JOMKIE OTBEYaTh TpeGOBAHUAM MyHKTa 5.2 CTaHAapTa GB4793.1-
2007,
MeToa HCMBITAHHI: TTyTEM BH3Ya:IbHOMO 0CMOTpA.
[ ] B1.3 CroitkocTs MapKHPOBKH
TpeGopanus; MAPKUPOBKA JOMKHA OTREATH TPeGOBAHIAM MONOKCHUHA CTaHAApTA
5.1.2-5.2 W ocTaBaTbed Pa3zNUYUMON IIPH HOPMATLHBIX YCIOBHAX.
MeTon ucnsiTanuit: cornacao NyHkTy 5.3 cranaapra GB4793.1-2007.
B1.4 JokyMeHTanus
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Tlepesoa ¢ KHTARCKOrO W aHTTHICKOTO A3LIKOB HA PYCCKHN A361K

B1.4.1 O630p
TpeGoBanua: cooTBeTcTsHe TpeGoBaHmaM NyHkTa 5.4.1 cranzapra GB4793.1-
2007,
MeToa NCTHEITaH|it: MyTeM BU3YaTEHOMO OCMOTPA.
B1.4.2 llepedyeHs HOMHHANBHEIX NapaMETPOB
TpeGoBanus: cooTBeTcTBME TpeGoBaHuaM uyHkTa 5.4.2 crangapra GB4793.1-
2007.
MeToa HCNBLITAHKIA: MYTEM BH3YAJILHOTO OCMOTPa.
B1.4.3 Ycranoeka o6opyioBaHuA
TpeGoBarus: cooTeeTcTBHE TpeGomRanmam IyuxTo 5.4.3 a), b), c) cranaapra
GB4793.1-2007.
MeTon HCBITAHAMH: Ty TEM BH3YaIbHOTO OCMOTPA.
B1.4.4 Ixcrutyatauus obopyaoBaHus
TpebopaHms: HeOGXOAHMO BK.TIOURTh CEIYIOUIME HHCTPYKUMHA:
a) UneHTHUKALUA ® HCMOMB30BaHAE KOHTPOJIBHBIX KHOMOK B pabovMX yCNOBUAX.
b) PacmmgpoBka CHMBOJIOB
¢) UHCTpYKUHH 110 NOAKTIOYECHHIO
MeToa VCILITAHWI: MyTEM BU3YallbHOTO OCMOTPA.
B1.4.5 Texuuueckoe 00c.TyRuBaHHE 000PYAOBAHKA
TpeGoBaHus: B CrIEUHPHKALUWAX JOIKHE! OBITh YKA3aHbI CICTYIOIHE IYHKTH:
a) TlpeBeHTHBHOE TEXHHUECKoe OOCIYXHBAHME H NPOBEPKA HEMOCPEACTBCHHO
TIONB30BATE.IEM.
b) JleTanu. KOTOPHIE NPOBEPAIOTCA UCKTIOUHTENBHO IPOW3BOIHTEIIEM.
¢) Knacc u XapakTepUCTHKH NIPEXOXPAHUTEA.
MeToa ucHBITaHH#: TyTeM BU3YaTbHOIO 0CMOTpA.
" B2 3aunta ot nopaxeHus ANCKTPHUCCKHM TOKOM
B2.1 O630p
B2.1.1 TpeGosanns
Tpebosanua: HeoOXoauMO OOCCTIEYHTh 3aUMTY OT YAapa DIEKTPOTOKOM B

HOPMAJIbHBIX YCNOBMAX WM YCIOBHAX OTKa3a ONHOTO dIeMeHTa mpubGopa.
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Nepesog ¢ KHTAICKOTO M aHFIHHCKOro FILIKOB HA PYCCKUT HIBIK

Bremnue vactH npubopa He JOMKHBI NPEICTABIATH OMAaCHOCTH MOPAKCHHUA
SNEKTPOTOKOM.

Mertoa ucreITaRHS: ONPEACINTD, MOXET JIH MOJNL30BATENb B MpOLHECCE paboThl
NPHKOCHYTECK K COOTBETCTBYIOLIEH YacTH COMMACHO HopMaMm TTYHKTa 6.2.,
VCTAHOBHTS, AOCTHTAET U PpE3YNBTAT MCNLITAHAA TPAHWYHOTO MOoKa3aTeNd
coritacHo NyHKTY 6.2. TIpoBEpUTE Kau4eCTBO COIACHO METOMY, U3I10KECHHOMY B
nyHkrax 6.4-6.11.

B2.1.2 Ucxmoenus

y
He mpuMeHuMo
B2.2 MNposepka 10CTYNHOCTH HacTeH 060pyA0BaHUS
TpeGoBaHus: HeOOXOANMO COOTBETCTRHE Tpe(oBanKAM NMYHKTa 6.2 B CTaHIapTe
GB4793.1-2007.
MeToAl MCMBITAHKSA: COPMACHO METOJlY, YKa3aHHOMY B MyHKTe 6.2 cTaHaapTa
GB4793.1-2007.
B2.2.1 [MpoBepka
o TpeGosanus: HeoGXOTMMO COOTBETCTBUE TPEGOBAHHAM [YHKTA 6.2.1 cranaapra

GB4793.1-2007.

MeTog WCHBITAHHSA: COMIACHO METORY, YKasaHHOMY B OyHkTe 6.2 cTaHZapTa

(GB4793.1-2007.

B2.2.2 OTBepcTHS HAl OMACHBIMM JUIS XKH3HH YaCTAMH

He npumennmo

B2.2.3 OTsepcTus A1 OPranoB NPEABapUTENLHON HACTPOHKN

He npumenumMo

B2.3 Tpeaensto AOMYCTUMBIC 3HAUERAA JUA JOCTYNHBIX HacTeH

TpeGopaHus: JAOTKHEI cofogaThes TpeOOBAaHUA MyHKTa 6.3 craxnapTa
A GB4793.1-2007.

MeToa MCHBITaHWI: ONpEREICHHE COOTBETCTBAA TpaHUYHBIM MOKa3aTe/iM

cornacuo vetoay 6.5.1-6.5.4 cranaapra GB4793.1-2007.

B2.3.1 3HaucHus 114 YCTOBUH HOPMATLHOTO NPUMEHCHUA

TpeGosanus: OrpaHUICHUA HANPSHKEHHA COCTABILTIOT 33B (cpenHekBaapaTuyHOE
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[TepeBon ¢ KATANCKOTO W ABFTHIHCKOTO MMBIKOB HA PYCCKHT A3bIK

3HaueHnre) ¥ 46.7B (nHKoBOC 3HAUCHKE).
MeTon WchuITanuii: COrMacHO MeTody, YKasaHHOMY B mymkre 6.3.1 cranjaapra
GB4793.1-2007.
B2.3.2 3naycHus B yCITOBHAX CIHHHYHON HEHCTIDABHOCTH
TpeGobanma: TpaHW¥HENl  TOKasaTeNb  HanNpsKeHUA  cocTapaser  55B
(cpenHekBaapaTnuHOe 3HAUCHHUE) v 78B (nuxoBoE IHAYCHHE).
CpelaneKBapaTHIHOE 3HaYEHRE CHHYCOMAATTBHOTO TOKA COCTaRAsAET 3.5MA.
MeToa ucneITanumit; cornacHo myHKTy 6.3.2 cranzapta GB4793.1-2007.
B2.4 OcHoBHEIE CPECTBE 3AIMTHI
Tpebosanug: 4To0Bl H3GEKATEL ONTACHONO YPOBHA HANPMKEHHSA HA JOCTYIHBIX A1
HEMOCPEACTBCHHOTO IPHKOCHOBEHUS YHACTKaX, HEOOX0ANMO HCTIONE30BaTh OAHY H
HECKOJILKO M3 YKa3aHHBIX HHIKE Mep:
— 0a30Bas U301AUNA
— MCTMOI530BaHHE KOPITYCa WIIH IIEPEropoaoK
MeToa UcnBITAHUA: TYTEM BH3YaJILHOTO OCMOTpa.
B2.5 JononmuTe IbHEIE MEPE! 3aIIHTH B YCIOBHAX €IMHUIHON HEHCIIPABHOCTH
TpeGoBanus: NOTOIHUTENLHYIO 3alIATY Heo6xomauMo obecneuuTs, YTOOH MpH
OTKa3e OIHOro U3 KOMIMOHECHTOB HE BO3HMK.IA YIPO3a MOPAXKEHUA 2TICKTPOTOKOM OT
yuacTkoB TIpHGOpa, JOCTYAHBIX 114 HEMOCPEACTBEHHOTO KOHTakTa. Ee MOXHO
AOCTHYE, HCNOIB30BAB OJHY MW Ooiee peKOMEHAANMH, YKA3aHHBIX B MYHKTax
6.5.1-6.5.3.
MeTo WUCTILITaHWi: YCTAHOBUTh COOTBETCTBUE HOPMAaM COTJIACHO METOAAM,
W3NIOXKEHHBIM B yHKTe 6.5.1-6.5.4 ctannapra GB4793.1-2007.
B2.5.1 3ammuTHOS COeAMHEHHE
TpeSoBanus: eca oGOPYAOBAHWE TPH (IEPBUYHOM YPOBHE 3aLUMTBI COMIAcHO
3 MyHkTy 6.4 Morno OBITH MOABEPKEHO OTKaly OTICHBbHHIX JNEKTpOACTalcH,
Y4ACTKM, KOTOpHIE TOAIEKAT HEMOCPEACTREHHOMY KOHTaKTy, Heo0Xoxumo
0BeCIeYUTs 3aUMTHBIM NPOBOAHAKOM.
MeTold WCOBITAHHI: YCTAHOBHTE COOTBETCTBHC HOPMaM COINacHo MCETOAAM,

W310XKCHHBIM B yRKTE 6.5.1 cranaapra GB4793.1-2007.
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Meperoa ¢ KUTAfiCKOrO W aHMTHIICKOTO AILIKOB HA PYCCKHHR A3BIK

B2.5.1.1 LlenocTHOCTD 3ALHTHOTO COSANHEHUA
TpeGoBanusa: coeaWHEHHE JOKHO COOTBETCTBOBATL TPeOOBAHMAM, HINIOKEHHEBIM B
nyukre 6.5.1.1 cranzapra GB4793.1-2007.
MeToa ucBITanki: PpoBepKa KaYeCTRE NOCPEACTBOM BU3YabHOI'O OCMOTPA.
B2.5.1.2 KnemMMa 3aidTHOTO MIPOBOAHHKA
TpeGobauns: AEOOXOAMMO YCTAHOBUTH COOTBETCTBUE TpeGoBanuaM MyHkra 6.5.1.2
ctaHaapra GB4793.1-2007.
MeTox HCMBITaHWI: TIpOBEpKa KayecTsa MOCPEACTBOM BH3yalbHOIO OCMOTpA
cornacHo myHkry 6.5.1.3 cranaapra GB4793.1-2007.
B2.5.1.3 WUMneianc 3alMTHOIO COCAWHEHWS 000pYAOBaHHA, NOAKIIOYAEMOr0o C
MOMOIIBI0 BUIKH
TpeGoBanusA: CONPOTUBICHNUE 3AUIMTHOTO COEAWHEHHA, KOTOPOE HCTIONB3YETCA IS
BLIBOjIa 323€MJIAIOLLIETO MPOBOXHUKA, HA KOKIOM JOCTYITHOM Y4acTKe HE JOMKHO
npeBblnars 0.1€2.
MeTo: UCTIBITAHHA: COMNTACHo MYHKTY 6.5.1.3 cranaapra GB4793.1-2007.
B2.5.1.4 HmmeiaaHc 3alIATHOrO COCAMHEHUN [OCTOAHHO TIOAKIMOYCHHOTO
o6opyaoBaHus
He upumMeHiMo
B2.5.1.5 DxpaH Kax 3aIHTHOE COEXHHEHHE TpaHCHopmaTopa
He npumeruMo
B2.5.2 JonoauureibHas W YCHIICHHAA H3ONALHA
TpeGoBanna: HeoGXOIUMO YCTAHOBHTH COOTBETCTBHE TpeGoBaHWAM MyHKTa 6.5.2
cranapra GB4793.1-2007.
MeToA HCNBITAHHH: COMacHo TYHKTY 6.5.2 crannapra GB4793.1-2007.
B2.5.3 3amuTHbll MMIICHIaHC
¥ He npumernMo

B2.5.4 ABTOMaTHYECKOE OTKIIOUCHNE NUTAHNA

He npuMernmo

B2.6 CoeanHenns ¢ BHEITHHMHU LENAMH

B2.6.1 OGaop
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[MepeBot ¢ KHTaHCKOTO W aRFTHICKOTO A3LIXKOB HA PYCCKHI S3bIK

TpeGoBaHua: HeOOXOIMMO YCTAHOBHTH COOTBETCTBUE TpeGoBaHuAM myHKTa 6.6.1
ctangapra GB4793.1-2007.

MeTo;1 HCITEITaRMIA: cortacko NYHKTY 6.6.1 cranapra GB4793.1-2007.

B2.6.2 K:1eMMBI BHEIIHNX LIENEH

He npumennmo

B2.6.3 Llens ¢ onacHLIVM 1A KH3HH KAEMMaMi

He nmpuMeHuMO

B2.6.4 KneMmb! Ans MHOTOXUNLHBIX IPOBOTHUKOB

He npumenuMo

B2.7 TpeGosaxus K H30As1UH. 3830p5l W ITyTH YTEHKH

TTyTh yTeYKH TOKA: THI H3ONAIIWA: OCHOBHAR U YCHiIEHHaA, CTeleHs 3arpA3HEHIA
K1acc 2

TpeGosanus: 1.5uM.

MyTe yTeuKH TOKa: THN H3ONAUMM: OcHoBHad. [pynna marepuana II:
400<CUT=<600.

4 Tpeboranus: 3.0MM.

TlyTe yTeukd ToKa: TWN M30JAMH: OCHOBHai. Ipynnma wmarepuana II:
400<CHUT<600.

TpeGosanus: 6.0mM.

MerToz ucneiTanuii: O;100peHo No pe3y/ILTaTaM NPOBCPKH

B2.8 TMpoieaypa ncubiTanrnit Ha BO3ACHCTBHE HAITPAKCHHS

TpeGosauns:

1) YacTe ¢ OCHOBHOM W30;IA1MeENl: H3OMAUMA JOMKHA BEUICPKHBATH HCIIBITAHHC
npu yacTote SOI™u W HanpsokeHuH 1390 B. He 10:0kHO HaG:1oaaTheA npoGoeB uau
MOBTOPHOTO NEPEKPHITHA.

) 2) VYuactku ¢ JABOWHOW WIHM  YCWIEHHOU H30oMAUMe: H30I81MA  JIOJKHA
BLIACPKHBATL HCIBTAHWE NpH vyacToTe 30T’ 4 HanpsKCHHUH 2224B. He aonxHo
HabmoAaTLCA TpoGOeB HIH NMOBTOPHOTO MEPEKPBITHA.

MeToa HCOBITAHWIL: WCNLITARKE HA  HaNPAXKEHWE TMPOBOAWTCA  COINAcHO

MOKA3aTenio HaNPsHKEHHUA, YCTAHOBIICHHOMY B NyHKTe 6.8.4 cranaapra GB4793.1-
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ITeperon ¢ KHTAACKOro ¥ aHCINACKOTO A3LIKOB HA PYCCKHIE A3BIK

2007. He nomxuno wHaOmogaTtecs mnpobOEB WM NOBTOPHOrO NEPCKPLITHA.
MosRnEHHEM KOPOHAPHOTO paspsia UK OXOKUX ABNCHHH MOXHO NpeHebpeys.
B2.9 Tpebosauus Kk KOHCTPYKLMH MO ODECMECHEHUIO 3AIMMTHE OT TOPAKCHUSA
JNCKTPHYCCKHM TOKOM
B2.9.1 O630p
TpeGopanns: HeoOGX0AHMO OBECIIEUUTL COOTBETCTBUE TPeOOBaHNAM MyHKTa 6.9.1
ctaHaapta GB4793.1-2007.
MeToa McABEITaHUA: MyTEM BU3YATLHOTO OCMOTpA.
B2.9.2 u30N41IHOHNBIE MATCPHAITRI
TpeGoranua: HeoGXOAUMO O0OCCTICYHTE COOTBETCTBHE Tpe6OBAHHAM TYHKTA 6.9.2
cranaapra GB4793.1-2007.
MeToA HCTIBITAHNA: COTIAcHO MyHKTY 6.9.2 cranaapra GB4793.1-2007.
B2.9.3 Koauposanue 11BETOM
He npuMenuMo
B2.10 TloacoeauHenne K HCTOMHHKY CETEBOTO MHTAHHMA W COCAMHEHHA MEXAY
é gacTAMH 000pyIoBaHuUA
B2.10.1 LLHype! ceTeBOro MHTAHHS
Tpe6Goranus: neofxonumo obecnieunTs cooTBeTcTBIE TpeGoBaruaM nywkTa 6.10.1
crangapta GB4793.1-2007.
Mertoa ucnuiTanvii: cornacso nyHkty 6.10.1 craraapra GB4793.1-2007.
B2.10.2 MoHTaX HECBEMHBIX NNIHYPOB CETEBOTO ITHTAHUSA
He npumenuMo
B2.10.3 Bu.1ky ¥ COEIMHUTENH
TpeGoBauus: HeoOX0IMMO 0BecneuuTh COOTBETCTRUE TpeGoBaHHAM MyHKTa 6.10.3
cranjgapra GB4793.1-2007.
) MeToa ¥CnEITaHus: TYTEM BH3YANRHOTO OCMOTPA.
B2.11 OTcoeHeHHE OT HCTOUHHKA ITUTAHUA
B2.11.1 O630p
TpeGopanus: npubop HeOOGXOAUMO OCHACTHTE CPEACTBOM OTKIIOYEHMA, KOTOPLIH

MOMKET OTKJIIOMHTE TIMTAaHHE OT UCTOUHHKA SNEKTPOIHEPTHH BHYTPH mpuGopa uim
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Mepesoa ¢ KUTARCKOrD ¥ aHTTTHACKOTO A3LIKOB Ha pycokuil A3bTK

cHapyxH. CpeiacTBa OTKIIOYEHUS NOJDKHBI OTCOCAHHATH BCE TOKOHECYLIUE
NPOBOIHHKH.
MeToa ucnuITaHuA: cortacHo nydkram 6.11.1.1-6.11.3.2 crangapra GB4793.1-
2007.
B2.11.1.1 Hexkmouerus
He ripumenumo
B2.11.2 TpeGoBaHuA. COOTBETCTBYIONINE TUNY 00OPYAOBRHHS
B2.11.2.1 ITocToAHHO NOAKTIOUEHHOE H MHOTo(asHoe obopyaosaHue
He npumenuMo
B2.11.2.2 Oanodasznoe 060pyoBaHHE, IOAKMIOUECHHOE C TIOMOIIBIO WHYpPA
TpeGopauus: HeoGxomMMo oOecreuuTh COOTBCTCTBHE TpebOBAaHMAM ITYHKTa
6.11.2.2 cranpapra GB4793.1-2007.
Metoa HCnBITaHHA: YTEM BU3YalbHOTO OCMOTpA.
B2.11.2.3 OnacHOCTb, KOTOPas HCXOAUT OT GyHkuuil npubGopa
He npumenunmo
& B2.11.3 PasMelkarolme ycTpoicTsa
TpeGoBanna: HeoGX0MHMO 06ECEYHTE COOTBETCTRIE TpeboBaRUAM NyHKTa 6.11.3
crangapta GB4793.1-2007.
MeToa HCTIRITaHNA: yTEM BH3YA.TEHOIO OCMOTpA.
B2.11.3.1 BrikaouaTtens n aBTOMAaTHYECKKE BRIK/THOYATENH
TpeGopanus: HeoOXoauMo O0OECHEYHTb COOTBETCTBHE TpeGOBaHWAM TyHKTA
6.11.3.1 cranaapra GB4793.1-2007.
MeToa HCNIBITAHUA: TYTEM BU3YAJIBHOTO 0CMOTpa.
B2.11.3.2 ITpubopHHIE COSIIMHUTETH H BHIIKA
Tpebopauns: Heobxomumo o06CSCTICYHTb COOTBETCTRHE TpeGOBaHUAM [TYHKTa
& 6.11.3.2 cranaapra GB4793.1-2007.
MeToa UCNIBITAHHA: TyTEM BH3YAIIBHOTO 0CMOTpA.
B3 3aumTa OT MEXAHHYECKUX OTACHOCTEH
B3.1 O63op

TpeGopanms: HeoOX0AMMO 00eCEUHTh COOTBETCTBHE TPEOGOBAHHAM ITyHKTA 7.1
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IlepeBoa ¢ kuTaltckore w aHTITHICKOr'O A3HIKOB HA PYCCKHit A3BIK

cranaapta GB4793.1-2007.
MeTo; MCIBITaHUS: coracHo ITyHKTy 7.2-7.6 crannapra GB4793.1-2007.
B3.2 JIenxywmuecsa jaetaad npuGopa
TpeGoBanns: HeobxoaUMO OGECTICINTE COOTBETCTBHE TpeGOBaHMAM TyHxTa 7.2
cranaapra GB4793.1-2007.
MeTo1 HCTILITAHKS: IPOBEPKA Ka4eCTBA NYTEM BH3YAIBHOO OCMOTPA
B3.3 YcroiunsocTs
TpeGopanus: HeoGX0AMMO 00ECNEUHTh COOTBETCTRBHE TpeGoBaHUAM MYHKTa 7.3
crangapra GB4793.1-2007.
MeToa UCTIBITAHUA: COrNacHo NyHKTy 7.3 crangapra GB4793.1-2007.
B3.4 YacTu noABEMHBIX YCTPOUCTB 1 HATPYXKaeMble 4acTH
TpeGopanns: HeobXoTMMO 0BECTICUHTE COOTBETCTBHE TPeOOBAaHHAM myHKTa 7.4
cradaapta GB4793.1-2007.
MeToA HCIBITaHHs: CoracHo MyHKTy 7.4 crangapra GB4793.1-2007.
B3.5 YcranoBKa Ha CTEHE
& He npuvernmo
B3.6 Bruinajgaromue 4acTi
He npumeHnMo
B4 CToifKOCTh K MEXaHHYECKUM BOJACHCTBHAM
TpeGoBaHuA: MOCie 3aBEPUICHHS ACTILITAHKA HEOOXOAMMO MPOBECTH HCMBITaHNE
Ha HANPHKEHME COMIAacHO MYHKTY 6.8.4, a 3aTeM NOCPEACTBOM BW3YANbLHOIO
O0CMOTpA MPOREPHTE CAEAYIOUIEE:
-~ K OTACHBIM JNIEMEHTAM TIOA HaNpMKEHHEM HET A0CTYyNna.
-- Ha kopimyce HeT OmacHBIX TPCILHH,
- TIpoMeXyTKH YCTAHOBKM HE JOJDKHE! GbITh HHXKE JOMYCTUMEIX TloKasaTenci, a
\ H30NAUHS BHYTpEHHEr0 kabens He MOBPEXACHA,
-- Tleperopoaky He JOMKHL GHITE NOBPEXKACHB WK HETIOTHO 3a(MKCHPOBAHEL
-- K aBu»uMBIM JeTansM He JO/MKHO ObITE JA0CTYNa KpoMe WCKIIIOWEeHUH,
YCTaHOBICHHBIX B MyHKTE 7.2

-- He nomxuo 01T NOBpEXICHUH. HAHECEHHRIX PaclPOCTPaHEHUEM OTHAL.
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Mepesoa © KUTANCKOTO H AHTAHACKOTO TILIKOB HA PYCCKUI AIBIK

Mertoa ucneitanus: coraacHo nyHkry 8.1 u 8.2 cranaapra GB4793.1-2007.

B4.] UcnurTanne XKeECTKOCTH Kopyca

B4.1.1 McneiTarue B CTATHYECKOM PEKHME

TpeGoanus: HeoOxonuMo ofecnedwTh COOTBETCTBHE TpeGoanuam myHkTa 8.1.1
cranaapra GB4793.1-2007.

Mertoa uensiTanus: cornacho myHxty 8.1.1 cranzapra GB4793.1-2007.

B4.1.2 UcnuiTanwe B AUHAMHYSCKOM PEKUME

TpeGopanua: HeoOXOAMMO 0GECTIEUNT: COOTBETCTBHE TpeGOBAHMAM IMyHKTa 8.1.2

\d cranzapra GB4793.1-2007.
Meroa ucnbITaRua: cortacio yHkry 8.1.2 cranaapra GB4793.1-2007.
B4.2 UcnriTanne Ha YCTOMYWROCTE K yaapam
He npuvenumo
B35 3ammuTa Ha pacnpocTpaHeHHE OrHA
TTp¥ HOPMAIBLHLIX YCJIOBHAX WM YCIOBMAX OTKa3a OQHOTO S/ICMEHTA OTOHb HE
JOTKEH PaclpoCTPaHATLCA HA BHEUIHIOI CTOpoHy ofopyaoBaHus. PesymsTarhl
& NpoBepKH., T. €. YTBEPKIEHHE WIH OTKIOHEHHE Npubopa. OMpENCIAOTCA
CIICAYIOUIHMA METOIAMH.
a) OcyuIecTRIEHWE HCMBITAHHA B YCIOBHAX OTKA3a OXHOTO JNIEMEHTA, TO MOXET
TIPMBECTH K PacTpOCTPAHEHHIO OTHA HA BHENIHIOW CTOPOHY 0GOpYAOBaHHS.
b) [TpoBepka TOro, HACKOARKO OTOHB MOXKHO CIICPXKATh BHYTPH MPHOOPA, KOTAIA OHO
BO3HUKHET. COIMIACHO MYHKTY 9.2.
MeToa HCIEITAHHA: YTBEPIKACHUE MOCPEACTBOM KOHTPOIA
B5.1 YeTpaHeHHMe WIM YMEHBIICHHE KOIMYECTBA MCTOTHHKOB BO3TOPaHHA BHYTPH
obopyaosanus
He npuMeruMO
» BS.2 Jlokanu3aumns Orus B Upeaenax 06opya0BaHus

ITpn6op ¥ ero Kophyc AOIDKHGH OTBEYaTh CTPYKTYPHHIM TpeOOBaHMAM ITYHKTa
9.2.1.
MeToa uCILITaHHA: corTacHo MyHKTY 9.1 crangapta GB4793.1-2007.

B5.3 Lleni orpanuieHns MOLIHOCTH
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MNepesoa ¢ KWTARCKOTO W aHTIHHCKOro F3BIKOB HA PYCCKHIt A3BIK

He npuMenrmMo
B5.4 TpeGomanus K npubopy, B KOTOPOM COXepKarcd HIN HCMOIB3YIOTCA
BOCH1IAMEHAIOWNECS KUIKOCTH
He npumennmo
B3.5 3amuTta OT NEPErpy3KH Mo ToKy
O6ecreusTe, uToOB Ha mpubop NoJaBaNOCEk MUTAHHE OT SNCKTPOCETH, KOTOpaA
CHA0XKEHA 3aLMTHBIM MEXAHN3MOM, HAIp., APSAOXPaHUTENE, NpephiBaTenb LCH,
TENOBO} PaspHBATE:lb LEIH HIIM CXEMA OTPaHHYEHHA CONPOTHUBICHHA. MexXaHn3M
AN 3alHTHE OT CBEPXTOKOB JOMMKEH TaKxke AeHCTBOBATL B YCIOBHAX OTKA3A.
Ero 3anpeimaercs yCTaHaBAWBATE BHYTPH 3alMTHOro mnposoja. IIpeaoxpaHHTENh
WIH OAHOMOMOCHEIA BHKTIOUATENIh HENB3M YCTaHABIMBaTh Ha UEHTPaNLHOM
npoBoje MHorogasororo npudopa.
MeToa HCIBITaRKA: COITIacHO MyHKTY 9.5 crannapta GB4793.1-2007.
B5.5.1 TIocTOAHHO NOAKMIOYEHHOE 000PYAOBAHNE
He npumMennMo

& B5.5.2 Jlpyroe o6opyaoBaHHE
TpeGosauus: npubop 3CT (3aMTH OT CBEPXTOKOB) TpPH €T0 HMCHONE30BAHUN
HeoOXOAMMO YCTaHORUTB BHYTPh 000pYA0BaHNS.
MeToa UcIBITaHUs: [TYTEM BH3YAJIbHOTO OCMOTpa
B6 OrpaHudeHss O TEMNEPATYPE H TEMIOCTOHKOCTD
B6.1 OrpannueHds N0 TeMIEpaType MTOBEPXHOCTH JUIS MPEAOTBPAILCHHS 0XKOroB
He npynmeHuMoO
B6.2 Temrneparypa 06MOTKH
He npumennmo
B6.3 JIpyrue HaMepenauns reMneparyp

TpeGopauus: npu 40 rpagycaXx HIH NPH  MaKCHMaTbHOW HOPMHPOBaHHOM
TEMIICPATYPE OKpYXaKoUled Cpesibl (€CIH OHA BBILIE) MPOMEXKYTOK H PacCTOAHHC
YTEUKH TOKa JOJDKAL oTBeaTh TpefoBaHuaM myHKra 6.7.
MeToa HenwITanus: cornacto myHkty 10.3 cranaapra GB4793.1-2007.

B6.4 TIpoBeacHHE TEMNEPATYPHEIX HCTIHITAHUH
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TepeBoa ¢ KWTARCKOTO ¥ AHTTHICKOro TILIKOB H3 PYCCKHI A3BIK

MeTon ucnbiTaHus: cortacHo myHkty 10.4 cranaapta GB4793.1-2007.

B6.4.1 U3avepenue TeMNepaTyphl HarpeBaTeJILHON0 060pynoBaHUS

He npumennmo

B6.4.2 OBopynosauue, MpeIHa3HAYSHHOE 1717 YCTAHOBKH B IKady WK Ha CTCHE

He npumenumo

B6.5 TennoycroiMuBoCcTs

B6.5.1 HenaMeHHOCTS 3a30pa U My Tel YTEUKH

TpeGopanns: HeoOX0aMMO 0BECTIEUNTh COOTBETCTBAE TpeGoBanuaM myHkra 10.5.1

cranaapra GB4793.1-2007.

MeToa HenbITarus: cortacko myrkty 10.5.1 cranzapra GB4793.1-2007.

B6.5.2 HemeTannuuecknii kopnyc

TpeGopanua: HeoGxoAUMO 0GECTIEYNTH COOTBETCTBAE TpeGoBaHuAM MyHKTa 10.5.2

cranaapra GB4793.1-2007.

MeToa HenbITaHuA: cornacko nyukTty 10.5.2 cranpapra GB4793.1-2007.

B6.5.3 UsonannoHHbI! MaTepral
& TpeGoBauua: HeoOXoaHMO 00ECTIEYHTE COOTBETCTBHE TPEOOBAHHAM MYHKTa 10.5.3

cranaapra GB4793.1-2007.

MerToz MchibITanus: coraacHo nyukry 10.5.3 cranaapra GB4793.1-2007.

B7 3ammTa 0T onacHocTel, BRI3BIBACMBIX KUIKOCTAMHA

B7.1 O630p

TpeGoeanmus: HeoOX0AMMO 00CCTIEINTh COOTBETCTBHE TPEGOBAHMAM TYHKTa 11.1

cranaapra GB4793.1-2007.

MeTo HCIITaHKUA: YTBEPKACHUE 110 pe3ysIbTaTaM KOHTPOIA

B7.2 Ounctka

TpeGoBarus: HEOGXOMNMO OBECTICUNTS COOTBETCTBHE TPEGOBARWAM ITyHKTA 11.1
& cranaapta GB4793.1-2007.

MeToa HCNBITAHUS: YTBEPXKACHHE 110 Pe3y/ALTaTaM KOHTPOINA

B7.3 Pa3nuB KnAKOCTH

TpeGosaHus: He0GX0AMMO 0OCCTIEUHTL COOTBETCTBUE TPeGOBaHMAM MyHKTa 11.2

cranzapra GB4793.1-2007.
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TMeperoa ¢ KUTAACKOTO W aRTTHIHCKOTO N3LIKOR HA PYCCKUIt SIbIK

MeTon HCTILITAHMS: YTBEPAICHHUE N0 PE3YNBTaTaM KOHTPOA
B7.4 Tiepeius XUAKOCTH
He npuMeHuMo
B7.5 Dnextpomut Hatapeit
He npuMenmo
B7.6 CneunalbHoe 3alIUTHOE 000pYAOBAHHE
He npumeHnmMo
B7.7 lassieHne KUAKOCTH H YTEUKa
He npuMennMo
B8 3ammra oT H3nyuenus (BKWOUas NasepHOe W3JTydeHHe), 3BYKOBOTO HITH
yNbTPa3ByKOBOTO JAABICHHSA
He npuMerumo
B9 3amuTa OT BBIAEIECHMS ra30B W BEUIECTB, @ TAKXKE B3pPEIBA, B TOM 4HCIE,
HanpaB.ICHHOrO BHYTPh
He nprMernMo

» B10 KoMIoHEHTH ¥ COOPOYHBIC Y3/TBI
B10.1 O630p
Ecau  5T0  Kacaerea ofecriedeHHs  Oe30MacHOCTH, JcTalb  HeoOXOMWMO
HCTIONB30BATE COTIACHO ¢ HOPMHPOBAHHEIM IIOKA3aTe/leM, €C/IH HC YCTaHOBNCHE
ONpEICICHHBIE HCKITOYEHHNS,
MeToa MCITHTaHUA: KOHTPOJIb MYyTEM BH3YaIbHOr0 0CMOTpa
B10.2 Onextponsurare;in
B10.2.] Temnepatrypa MCKTPOABHUraTENs
He npumennMo
B10.2.2 INeKTPOUBUTATEND € IOCTEAOBATEIBHEIM BO30YKACHHEM

L | He npuMeHUMO
B10.3 YcrpoiicTsa 3allUTh! OT MPEBRILICHUS TEMIICPATYPB
He npuMesumo
B10.4 Jlepxkarenu MnaBKux npeaoxpanuteneh

TpeGoBauns: HeoOX0IUMO 00ECHEYNTE COOTBETCTBAE TpeGoBaHuAM ITyHKTa 14.4
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Teperoa ¢ KWTalCKOTO H GHTANACKOTO S36IK08 HA PYCCKHIT AIBIK

crangapra GB4793.1-2007.
MeToa HCMLITAHKA: corTacHo MyHKTy 14.4 cranaapra GB4793.1-2007.
B10.5 YcTpolicTRa yCTAHOBKH HAIPANKEHNSA CETH
He npuMeHuMO
B10.6 [leTanu ¢ BEICOKHM YPOBHEM CIOKHOCTH
He nmpuMenumo
B10.7 Certesble TpancOpMAaTOphl. HCTIBITYEMbIE HE B COCTaBe 000OpyA0BaHUA
He npumennvo
B10.8 TlegarHble MOHTAXHBIC IINATHE
TpeGoBanms: HeoOXOAMMO WMCTIOIB30BaTh FV-1 (Kmacc BOCTUIAMEHAEMOCTH GB/T
11020) unu Gonee kauecTBCHHUBLIH MaTEPHA.
MeTox MCMBITaHws: corTacHo MyHKTy 14.8 cranaapra GB4793.1-2007.
B10.9 llent wWAM KOMIIOHEHTHl, WCMOJB3YEMBIC B Ka4eCTBC YCTPOICTB.
OrpanWuUBalOLINX NEPEXOIHOE NEPCHANPMKEHNE
He npumennuMo
> B11 3awmTa npu moMomM O6I0KHPOBOK
He npuMeHnMO
B12 OnacHocTH, BOSHUKAIOUINE NPH NPUMEHEHHH 000py10BaHUA

He npumenuMo.
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MepeBoa ¢ KATAHCKOro W AHTTNACKOTO A3LIKOB Ha PYCCKHit MabIK

10 TTpu:ioxkenue C

TpeGosanua no 6e30MACHOCTH, METOAL! HCTILITAHHA W HOPMBI KOHTPOJIA (mo
cranaapty YY 0648-2008)

CO Yenosus npuvMeHeRus npubopa
Yenosus npuMeneHns npubopa
a) JI19 ncmoss30BaHls B TOMEIEHHH.
b) Temneparypa: 10-30C
¢) BraxnrocTs: He Honee 85%
d) TpebGoBaHHA K EKTPONMTAHWIO: KOTe0aHWA NOAAYM JHEPTHHM HE JOKHEL
nipesuars 10% CTaHAaPTHOrO HANPAKCHHS
¢) Krace nepeHanpaxeHnA: KNace AMHAMHYECKOTO NEPEHANPIKCHUA Il
f) Yposens 3arpazHenns: kaacc 11
C1 MapxknpoBKa W JOKYMEHTHI
C1.1 Mapkuposka
Cl1.1.1 OG3o0p
&> TpeGopanus: Haamucu W CHMBONBI HA3 BHEMHCH YMAKOBKE ROMKHBI OTBCYATH
TpeGoBanuaM myukra 5.1.1 (Ta6nuua 1) crangapra YY 0648-2008.
MeTon HCnbITaHMIi: NPOBEPKA KA4ECTBA MOCPEACTBOM BH3YATHHOTO OCMOTDA.
C1.1.2 MapxupoBka
TpeGosanuA: Mapkuposka Ha Npubope 10KHa OTBEHAaTh TpeboBaHUAM TYHKTA
5.1.2 craumapra YY 0648-2008.
MeToj HCTILITAHNMIA: POBEPKA KauecTRa MOCPE/ICTBOM BA3YalEHOTO 0CMOTpA.
C1.1.3 lepeBo3ka H XpaHEHHE
Tpe6opauns: HeoGxoaumMo obecneynTs COOTBETCTBHE MYHKTY 5.1.101 crannapra
YY 0648-2008.
MeToj MCTTBITaHuit; TIPOBEPKA Ka4ecTBa MOCPEICTROM BH3YaNTLHOTO 0CMOTpA.
C1.2 lNpeaynpexaoiume 3HaKi
TpeGosaHus: HeaOXOAUMO 00CCTIEUHTh COOTBETCTBHE ITYHKTY 5.2 craHzapra
YY 0648-2008.

MeTOA MCITBITAHHI: NPOBEPKA KAaueCTBa MOCPEACTBOM BA3YANLHOTO 0CMOTPA.
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[Meperoa ¢ KMTAKHCKOro W aHTANICKOTO S3BTKOB Ha pyCCkl A3bTK

C1.3 YcToAUNBOCTD MaPKHPOBKH
TpeGoBauua: MapKUpOBKa YCTaHABIUBAETCA COLNACHO TpeboBaHHAM ITYHKTOB
5.1.2-5.2 crangapra YY 0648-2008 n J0KHA KPEMUTECA MOCTOSHHO, 0CTaBaACh
OTYETINBOH B YCTOBHAX HOPMANTLHOTO MCIOMB30BANAA.
MeToJ HCIBITaH!A: IPOBEPKA COTTACHO MYHKTY 5.3 cTanzapra YY 0648-2008.
C1.4 loKyMeHTRI
C1.4.1 O63op
TpeGoBanns: HeoOXoauMO 0OECNECUHTL COOTBETCTBHE TMYHKTY 5.4.1 cranpapta
YY 0648-2008.
MeToa HCMEITaRUI: IPOBEPKA KaYECTBA MTOCPSACTROM BH3YANbHOTO OCMOTPA.
C1.4.2 ViucTpyKiuH N0 TiepeBo3Ke, ycTauorke H cOopke npibopa
TpeGosanua: HeoGXONHMO 00€CNETHTE COOTBETCTBUE Ty HKTY 5.4.3 cranaapra
YY 0648-2008.
MeTox vcTLITaHni: POBEPKa Ka4ECTBa MOCPEACTBOM BH3YAlILHOID 0CMOTPA.
C1.4.3 Ynpasnenue npudopoM
TpeGopaHns: HeoOXOAMMO 00ECIEUHTE COOTBETCTBHE ITyHKTY 5.4.4 cranapTa
YY 0648-2008.
MeToJ1 HCITBITAHKI: IPOBEPKA KAMECTBA NOCPEACTBOM BU3YaNBHOTO 0CMOTPA.
Cl44 Tipekpalledwe HCIOTb3OBAaHWA mpuGopa  M3-33 HEODXOMMMOCTH
TEXHHYECKOTO OOCTYNUBAHUA WIIH APYTHX MAHHUITYAIMH
TpeGopanus: Heo6XoAHMO 0GECIIETHTh COOTBETCTBHE MyHKTY 5.4.101 cranjapra
YY 0648-2008.
MeTo;I HCIILITaHMIA: MPOoBEPKa KavyecTBa MOCPEACTROM BH3YaNLHOTO 0CMOTPA.
C1.4.5 Ilepero3ka 4 XpaHECHHE
TpeGosanua: HeobXoaUMO OOECTIEUHTE COOTBETCTBUE NYHKTY 5.4.102 crannapra
v YY 0648-2008.

MeToj| KCMBITAHHH: APOBEPKA KaUECTBA TOCPEACTBOM BU3YaNILHOTO OCMOTPA.

C2 lepeBo3ka ¥ XpaHCHHUE

Tpebosanus: HeoGXOAUMO 00ECNECHHTE COOTBETCTBHE MyHKTY 8.101 cranaapra

YY 0648-2008.
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IepeBon ¢ KUTARCKOTO ¥ aRTAWIRCKOTO A3LKOB HA PYCCKHIT AIBIK

MeTo;1 HCTILTalus: cornacko myHkry 8.101 cranaapra YY 0648-2008.
C3 3ammTa OT BHIICICHHS Ia30B, B3PHIBA, HAMPABICHHOTO HAPYXKY HIH BOBHYTPh

He npuMeHHMO,
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MepeBon ¢ XATAACKOro W aHrIHHACKOTO AIBIKOB HA PYCCKHIL A3bIK

11 Tpuaoxenue D

TpeBoBanus 31eKTPOMarHUTHON COBMECTHMOCTH

AHammsatop  GaKTepuoIOTMUSCKHl  aBTOMATHYECKHH IOHOHA®

LABSTAR. sapwantsi wncnoancuns: IOHOHA® LABSTAR 50, IOHOHA®

LABSTAR 100, ¢ IpUHATIEKHOCTAMHA COOTBETCTBYET TpeGOBaHMAM M10 IMHCCHY
1 nomexoyctoiuusocti GB/T 18268.1-2010 n GB/T 18268.26-2010;

Toas3oBaTes J0.keH YOeIUThCS, 9TO AHATH3IATOP WCTONB3YETCA B
MOAXOANLIEH 3NEKTPOMATHWUTHOM cpele;

Hcnionk3oBaHKe ApYroro JEKTPHYECKoro 000py 0BaHUA Ha MY PAIOM €
aHANA3aTOPOM MOXET BbI3BaTL NoMexu. [epe HCTONL30BARMEM aHAH3ATOPE MO
HA3HAYCHMIO HeoGXOAMMO NPOBEPHUTEL COOTBETCTBHE KORQUIYPALIHH, ONMCAHHOH B
JaHHOM PyKOBOCTEE.

He wcronesylite awanusaTop BOIN3M MCTOYHWKOR CHIBHOIO W3NyHEHWS
(TakWX KaK HEIKpaHMpPOBaHHbIE WCTOWHUKM PY). Tak Kak 3T0 MOXCT TIOMEWaTh

HopMalLHOH pafoTe YCTpOHCTBa.

AHa/m3aTop  GAKTEPHONOTHYECKHA  ABTOMATHYCCKHH IOHOHA®

LABSTAR, BapHaHTHl HCITONTHECHHA: JOHOHA® LABSTAR 50, IOHOHA®

LABSTAR 100, ¢ NpUHALISKHOCTAMH TIpEAHA3HAYCH JUIA HCMONB30OBAHUA B

6a30B0i1 SNEKTPOMArHATHON 06CTAHOBKE, KaK YKa3aHO HHKE.
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TMepesoa ¢ KHTaACKOre W aHITUACKOTO A3LIKOB Ha pycckuit 13bIK

:IeKTpOMarHWTHasA 2MHCCHUS

WcneiTaHue Ha CoOTBETCTRUE 'J1€KTPOMArHMTHAA Cpesia
9 IEKTPOMATHUTHYIO - yxa3aHHA
3MHCCHIO
PapuonoMexu I'pynna i AHaIu3aTop HCIOJB3YET
panHou3llyueHue TONBLKO A
BHLIMOJIHEHHA  CBOEH  BHYTpeHHeH
PVHKIMH. Takum obpasom,
PaaHOU3ITYUCHHE H3ACIHA
ype3BEIYaiiHO0 HEBENHWKO H. BEPOATHO,
< HE MOKET CTaTh NPHIMHOH TIOMEX
JMEKTPOHHOrO o0opyaosanud,
pacioNiokeHHOro BOIH3H.
AHalrH3aTop TIPUrofcH b1kt
PajonoMexu Kaacc A NPUMEHEHHS  BO  BCEX  MECTaX
pa3MEIUEHKA, KPOME XHIBIX AOMOB ¥
3J1aAHN, HETIOCPEACTBEHHO
IOAKMIOMEHHBIX K pacTipelenTensHOH
[CapMOHHYECKHE Kiace A ONEKTPHUECKON  CeTH,  MnTaloweH
v COCTaBJIAIOINE TOKA xunple aoma. TIpy HCnone30BaHvN B
Konebanus COOTBETCTBYET | KHITBIX TIOMEILECHUAX, MOMET
HanpsxeHuA u npuBoAMTE K  paanonoMexad. B
ankep NOJOGHEIX  CIyHasX MOJb30BATENMO
DeKTpoMarHuTHas MOMEX0yCTOHINBOCTE
Mopt HauMenosanue Crannapt 3naueHue Kpurtepuii
2IEKTPOMArHnTHOI SMC napaMeTpa KauecTBa
NOMEXH ucnbiTauuit | GyHKUHOHUP
OBaHUSA
DNeKTPoCTaTH- GB/T +4 kB
[opT kopuyca yeckuil paspsii 17626.2 (KOHTAKTHBIN A
(3CP) (M3K pa3pan)
< 61000-4-2)
+8 xB
(BO3AYIIHBIN A
paspsa)
Jaexrpomaruutroe | GB/T 3 B/m (o1 80
none 17626.3 MIuao 1 I'Tn) A
{(MDK 3BM{oT 14
61000-4-3) |[TTunpe2TTw)
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TlepeBo ¢ KuTatcKoro W aBrAUACKOTO A36IKOB Ha pyccruit A3bIK

3BM{oT2
[T g0 2.7
ITu)
Dnektpomaruurhoe | GB/T 3 A/ (50 M)
noje 17626.4 A
TIPOMBILTICHHOH MDK
JaCTOThI 61000-4-8
[lopt TIpoBasb! GB/T 0%. nepsas
ICKTPOIMTAH | HANPAKEHUS 17626.11 TONIOBHHA A
us (MDK nepuoaa
NePeMEeHHOTO 61000-4-11) |0%, 1 nepHoa A
< ToKa (BKAXOUAA
TopTHl 70%, 25
3AUTHOTO TNEPHOAOB A
3a3eMJICHNA)
Kparxospemenunie |GB/T 0%, 250
npepuiBaRUs 17626.11 NEPHOAOB C
HaNpsKEHUA (M3K
SNCKTPOIHTAHUSA 61000-4-11)
HaHoceky RAHLIE GB/T 1 kB (5/50 ne,
HMITY.TbCHBIE 17626.4 5 xlm) A
TOMeXH (M2K
61000-4-4)
v Muxpocekynansie | GB/T 1 kB
HMITY TbCbI 17626.5 JIHTHS-3eMAR A
goneuoit aneprun [ (MOK
61000-4-5)
KonayKkTuBHbIE GB/T 3B (or 150
MOMEXH, 17626.6 k' a0 80
HABEIEHHBIE (M3JK MT ) A
panHouacToTHEMU |61000-4-6)
MONSMH
Kpurepui  kavecTBa (YNKUROHUPOBAHWA A - OfopyaoBaHHe HOOMKHO NpoAONKaTL

(YHKUMOHMPOBATE B COOTBETCTBMH C HA3HAUCHWEM BO BpeMA W MOCHE WCNBITAHAA. He
fonyckaeTcs yXyAUIEHHE XapaKTEPUCTHK (QYHKIUMOHWPOBAHWA WIM TIOTEPA dyHxuuti HuxKe
YpoBHS KadecTBa (YHKUHOHVPOBaHYA, TPEAYCMOTPEHHOMO B TEXHUUECKOR JOKYMCHTaUHH
HATOTORKTEIN Ha 06opyA0BaHHE. TP UCTIONL3OBAHWK OOOPYIOBAHUA MO HAIHAUEHHIO.
Kputepnit kauectsa Qynkunonuposauns C - Jlonyckaercs apeMcHHad 11oTeps byHKuMi npu
yc0BUM, UTO (YHKIIMA MOXKCT BOCCTAHOBHTRCA CaMOCTOATENBHO WNH TPH paGote cpelcTs
ynpasneHus.
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lMepesoa ¢ kMTatckoro ¥ AHFANTCKOrO TIHIKOB HA pyccruil 43BIK

12 IMpunoxenue E
IMepeueHs MPUMEHAEMBIX HAUMOHATBHEIX I MEXIYHAPOAHBIX CTAH/APTOB €

nensio obecrneycHus 6ezonacHocTH, SPHEKTHBHOCTH U KAYECTBA MEAUIWHCKOTO
A3ICANs

MeaunuHcKoe U3eIne «AHaIM3aTOP 6aKTepHONOTHIECKHHA
apTomaTHueckuii LABSTAR, BapHaHTBl MCIIOTHEHHA! LABSTAR 50, LABSTAR
100» COOTBETCTBYET HaUMOHANbHBIM  CTanAapram  Kuraifckod Hapoanoit
Pecny6ayku Ha MPOAYKUHKIO:

« . GB 4793.1-2007 «TpeGoBanud TeXHHKHM 0G€30maCHOCTH K
SMEKTPUYECKON annapatype JUIA H3MEPEHUA, KOHTPONR W MCAOL3OBAHMA B
aaGopatopusx - YacTs 1: O6ume TpeGosauns» GB/T 147 10-2009 «TpeGosaHna K
OKpyXawouleit cpeae v cocol KOHTPONS AEKTpHYeckoit  anmaparypel
MEAWLHHCKOT0 Ha3sHAuSHHAN,

° YY 0466-2003 «CHMBO:IB MEAHUMHCKAX YCTPOHCTB, HCIIONLIYCMBIC
HA JTHKETKAX W B MAPKHPOBKE MEAWIMHCKUX YCTPOHCTB WY NS MIPCIOCTABICHHA
NHQOPMALIHN»;

. YY/T 0648-2008 «TpeGosanus TeXHHKH GesomacHOCTH K
ITEKTPHUECKON annapaType IS WIMEPEHHS, KOHTPONA ¥ WCTONB3OBAHMA B
nabopaTopusax - Yacts 2-101: Ocobste TpeGoBaHUA K MEAMLWHCKUM ycTpoiicTBaM,
WCMONB3YEMEIM 18 AMArHOCTHKH B 1a60paTOPHEIX YCIOBUAX (TVD)»;

. YY/T0316-2008 «H3neaus MEIHUNHCKHUE. ITpumeHeHne
MEHESKMEHTA PHCKE K MEAUIIKHCKAM H3ACIINAM”;

U YY/T 0656-2008 «AHaIU3aTOp KYNLTYP KPOBY aBTOMATUUECKUIA»;

. GB/T 191-2008 «Ynakosxa - MapkupoBKa TPaHCTIOPTHRIX IPY30B»;

. GB/T 25000.51-2010 «TpeGoBaHus, NPEABABNACMEIE K pa3paboTke

« TPOTPAMMHOT0 O0ECTEYEHHs ¥ KaUECTBY TMPOTPAMMHLIX NPOAYKTOB. METOIbI
TECTHPOBAHHUAN,

. GB/T  18268.26-2010 «TpefoBanws K  JJIEKTPOMarHWTHOR

COBMECTHMOCTH ANA H3MEpPCHHA, YNpaBICHUA H ."lﬂﬁOpﬂTOpHOI‘O SNEKTPHUECKOr o
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[eperoa ¢ kuTaltckoro ¥ aHIMHACKOrO S3bIKOB HA PYCCKHIT H3bIK

obopynosamus. Yacts 26: CneumansHeie TpeGopanud K MEANIIMHCKOMY
oBGopya0BanuIo 18 NabopaTopHO ARArHOCTHKH (IVD)»:

. GB/T 18268.1-2010 «OGopyaoBanne EKTPHYECKOE ANA UIMEPCHAA,
ynpapicHus ¥ 1a0opaTopHOro MPUMEHEHUS. TpeGoBaHKUS INCKTPOMArHHTHON
coBmecTUMOCTH. YacTs 1. O6uMe TpeGoBaHu».

. GB/T 17626.8-2006 «DneKTpOMarHNTHas COBMECTHMOCTh (EMC).
Yacte 4-8. MeTonpl McnurTaHuii U usmepennit VicneiTanus #a ycToiunBocTh K
MarHUTHOMY TTOTIO TPOMBILLICHHON HacTOTRIY,

. GB 4824-2013 (CISPR 11: 2003) «CoBMECCTHMOCTD TEXHUHCCKUX
CpeicTB  SnekTpoMartuTHad. ITpoMbIUUIEHHbIE, HAyYHBIC, MCIMUHHCKAC H
OLITOBLIE (ITTHMB) BBLICOKOYACTOTHHIE  YCTpoifcTBa. PannonoMexu
ViHjIyCTpHaIbHbE. HOPMEI I METOIB H3IMEPCHHHY;

» GB/T 17626.3-2016  «JneKTpOMarHuTHas COBMECTHMOCTb-METOAN
MCTIBITAHAS M M3MEPEeHMs - HITyueHHBIH, paTnoyacTora, HCMLITaHUE
HEBOCTIPHUMYWBOCTI INCKTPOMArHHTHOTO TTONS»;

P . GB/T 17626.4-2018/IEC  61000-4-4:2012 «DnexTpoMarauTHas
COBMECTHMOCTS. MeToIs! HCTbITaHuit 1 n3MepeHnit. McrbiTaHue Ha yCTOHUHBOCTS
K NIEKTPHUICCKHM OBICTPLIM MEPEXOIHBIM NpoLueccaM (maukam)»,

. 17626.5-2008/IEC 61000-4-5:2005 «DNEeKTPOMarHUTHaN
COBMECTHMOCTE METOIbl HCIILITaHHIT W M3Mepennit. HenbiTanue Ha YCTONYHBOCTE
K BRIOpOCY HATIPAKEHHIN:

. GB/T 17626.6-2017 «DNEKTPOMArHNTHAA  COBMECTHMOCTE
TecTUpOBIHUE ¥ TEXHUKH W3Mepenui - HenpukocHOBEHHOCTh OT NPOBOAWMBIX
GeCnOpANKOB, BEIIBAHHLIX PATHOYACTOTHHIMH MONAMMUY,

. GB/T 17626.8-2006 «JnektpoMarauTuas coeMecTumocts (EMC) -
UacTs 8: MeTOIbl HCIIHITAHUA U H3MepeHns- McnbiTanue Ha MOMEXOYCTONYHBOCTE
B YCIOBUSX MarHWTHOrO MOJIA NPOMBILIUICHHOH YacTOTBIN»

. GB/T 17626.11-2008 «DneKkTpoMardMTHas COBMECTHUMOCTE. MeToas!
ucheiTanuit ¥ wimepennit. McnpTaHus  Ha yCTOHYHBOCTL K TIpOBajnaM

HaNpAXEHHA, KpaTKOBPEMEHHBLIM TPEepEIBAHKAM U N3MEHCHWAM HAITPpAXKCHUAAY,
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Tleperoi ¢ KKTAHCKOr® K AHTTTHICKOTO A3LIKOB HA pycckuil A3bIK

Menuuunckoe u3genue «Ananu3aTop GaKTepuoNOruyecKiit

ABTOMATHYECKUH IOHOHA® LABSTAR, BapUaHTHI UCNONHEHHNA:

IOHOHA* LABSTAR 50, FOHOHA® LABSTAR 100» cooTBETCTBYET

HaUMOHATLHEIM cTanzapTam Poccuiickoil ®enepalldi Ha NPOLYKIHIO:

. TOCT P 50444-92 «TlpuGopei, anmapathl W 0OOpynOBaHHE
MeauiMHckue. O61IMe TEXHHYECKUE YCTOBHAN,

o I'OCT 12.2.091-2012 «be3onackocTb INCKTPHHECKOTO o6opyROBaHNA
IS M3MEpEHs, yipasieHus i jrabopaTopHOro NpuMeHEHNs. Yacts 1. O0mue
TpeGoBamua;

. TOCT IEC 61010-2-081-2013 «be30onacHOCTE SNCKTPHIECKHX
KOHTPOJBHO-H3MEPUTEIEHEX MPUOOPOB A staGopaToproro oBopyacsauud. HacTe

2-081. YacrHele TpeOoBaHHE K aBTOMATHYCCKOMY W OJTyaBTOMATHYECKOMY

naGopaTopHoMy 0B6OPYNOBEHHIC LA IPOBEAEHHUA aHANHIOB U APYTHX uesnci»;

. TOCT IEC 61010-2-101-2013 «be3onacHoCTe  JNEKTPHIECKHX
KOHTPOJILHO-U3MEPHTE/ILHBIX IPHOOPOB H naGoparopHoro oopyosanus. HacTh
2-101. YacTirie TpeGOBaHHS K MEIMIWHCKOMY 00OpYIOBAHHIO 1A naGopatopHoit
anargoctuku (TVD)»;

| TOCT IEC 60825-1-2013 «Be3onacHOCTh J1a3€pHOH annaparypel.
Yacrs |. Knaccudukaums obopyjosanus, TpeGosaHms W pyKOBOACTBO piib
rionb30BaTeNeh»;

3 rOCT P UCO 18113-1-2015 «MeauuuacKue U3AeTHS ATA
nuarHocTHkE in  vitro. MHpopMauns, TpPEIOCTABIACMAA H3rOTOBHTENEM
(MapxnpoBska). Yacts 1. TepMuHbI, ONPEACHCHAS W ofume TpeboBaHUM);

. ToCT P HWCO 18113-3-2015 «Menuuntckie H3denua Ui
¢ jquardoctuky  in  vitro. Madopmaums, npeaocTasiseMad H3rOTOBHTENEM

(Mapkuposxa). Yacts 3. HHcTpymeHTH IJIA JAMAarHOCTHKH in vitro Jnd
npodecCHOHATLHOrO MPHMEHEHNAN:
U FOCT P EH 13612-2010 «Ouenka QyHKIMOHATBHEIX XapakTepHCTHK

MEAHLHACKKHX W3R 114 AMarHOCTHKH in vitro»;
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. FOCT P M3K 62304-2013 «W3pgenna megunumnHckune. MNporpaMmHoe
obecneyeHune. MNpoLecchl XXN3HEHHOTO LKAy,

. FOCT P MCO/M3K 12119-2000 «WMH(opmayMoHHas TeXHOMOrus.
MakeTbl nporpammM. TpeboBaHUA K KAYeCTBY U TeCTUPOBAHMEY;

. FOCT P WCO/M3K 9126-93 «W/H(popMaLnOHHAA TEXHO/OruS.
OueHKa NporpaMmMHON NPOAYyKLMK. XapaKTePUCTUKM KayecTBa M PyKOBOACTBA Mo
NX MPUMEHEHMIOY;

. FOCT 28195-89 «OueHKa KayecTBa nporpamMmHbIX cpeacts. Obume
MONOXKEHUA;

. rOCT P M3K 62366-2013 «3penus MeauLNHCKNeE.
[MpoeKkTUpoBaHMe MEeAULMHCKUX  WU34eNnil € YYeTOM  3KCMayaTauMOHHOM
MPUroOLHOCTU;

. FOCT P 56894-2016/GHTF/SGINO63:2011 «CBOAHbIA KOMMIEKT
TEXHUYECKOW  AOKYMEeHTauum Ans  AeMOHCTpauum  COOTBETCTBMA  06LUM
npuHuMnam obecneyeHns 6e30MacHOCTM W OCHOBHbIX  (PYHKLUMOHANbHbIX
XapaKTepUCTUK MeANLUHCKUX U3AeNNiA ANA ANAarHOCTUKK in Vitrox;

. FTOCT P M3K 61326-1-2014 «O6opyfoBaHue 3NeKTpUYECKoe [Ns
U3MEPEHUS,  YyMpaBieHUs U NabopaTopHOro  npuMeHeHus.  TpeboBaHUS
3N1eKTPOMarHUTHOM coBMeCTUMOCTK. YacTb 1. Obuime TpeboBaHMA»;

. CaHllnH 2.1.7.2790-10 «CaHUTapHO-3INNAEMNONOTNYECKME

TpeboBaHMNA K 00paLLeHNI0 C MeAULMHCKUMWN OTX04aMUN».

[aHHbIi NepeBof C KUTAICKOro 1 aHTIACKOT0 S13bIKOB Ha PYCCKMIA 513bIK BbIMO/HEH
MHOM, NepeBoAYMKOM AranoBoit AneHol AneKCeeBHOIA.

"paeHTnyHocTe nepCBOza NoATBEPBAANO.
c~tcutal*CL.

EKATEPUNH-
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-bYPI

Poccuniickasa degepauus
Poccuiickas ®eaepaums, ropog EkatepuHbypr, CBepanoBckas 06/1acTb
UeTbIpHafLATOro OKTAGPS ABe ThiCAYM AeBATHAALATOrO roja

A, 3auenuHa CseTnaHa AHaTONbeBHA, HOTapuyc ropoga EkatepuH6ypra CBepf/ioBCKOM 06/1acTy,
CBUAETE/bCTBYIO MOLIMHHOCTL NOAMMCK NepeBofyMKa ArarnoBoi AseHbl AEKCEeBHbI.

Moanuck coenaHa B MOEM NPUCYTCTBUM.

JInyHoCTb MoANMCaBLLIErO JOKYMEHT YCTaHOB/EHa.

3aperncTpuposaHo B peecTpe: Ne 66/15-H/66-2019-7-1563.
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CERTIFICATE

- - A v (V) (V)
r'wvmegUMNfia# MUHOMas NN
China Council for the Promotion of International Trade is China Chamber of International Commerce
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N AN N

China Council for the Promotion of International Trade
China Chamber of International Commerce

IE B1 1]
CERTIFICATE

N 0.193700B0/011934

THIS IS TO CERTIFY THAT: the seal of SCEMER BIOLOGICAL
TECHNOLOGY CO., LTD. on the annexed DOOUVENT is genuine.

China Co ion
Authorized .
i ShaoYunjie
Signature:
20197M09423B

(Date: Sep. 23, 2019)
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ﬁ\ SCENKER APPROVED BY

SCENKER Biological Technology
Co., Ltd.

CUI GE/Legal >

representative

September 12, 2019

Automated bacteriological system KOHOHB® LABSTAR 100

with the accessories

SERVICE MANUAL
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Preface
We thank you for buying the Automated bacteriological system LABSTAR

LABSTAR 100 provides the rapid growth of microorganisms and is
designated for the clinical culture and detection of the pathogens in the blood and
other aseptic body fluids. The system allows quickly and accurately detecting the
pathogenic microorganisms in the blood of the patients with septicemia,
bacteremia, etc. Besides, this device can also be used to detect the pathogenic
microorganisms in the body cavities that are usually without bacteria (such as
thoracic cavity, abdominal cavity, articular cavity, pericardial cavity and
cerebrospinal cavity, etc.), that allows making the clinical diagnosis quickly and
prescribing the effective treatment regimen.

This service manual contains the information necessary for the device
operation and maintenance. The user should carefully follow the instructions
described in the manual. It will allow extending the device service lifetime.

System delivery package includes the power-supply cord providing the safe
operation and good ground of the device. Take care to ensure that the power-
supply cord is directly connected to the triphase electrical outlet with the good
ground. This ensures the device safe operation.

The System is recommended to be used in the laboratory that meets the
requirements of Level-2 bio-safety laboratory. During the device operation, it is
necessary to take the bio-safety controls. The medical waste, such as the discarded
culture bottles, must be sterilized with the high-pressure steam or other harmless
treatment method according to the local regulations.

The System does not have the any parts that the user can replace on site. Do
not disassemble the device body without any professional help.

Before starting the device operation, it is recommended to carefully read this
manual. In case of any problems take place during the device operation or if you
need the technical consultation, please address the manufacturer’s authorized
official in the Russian Federation directly.

The instrument will be presented under KOHOHa® trademark on the Russian

market.
The product information:
Production license No.: L.S.Y.J.X.S.C.X. No. 20110052
Manufacture date: Please, check out the label.
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Product standard code: YZB/ LU 0278-2012 dated February 01, 2014,
The manual initial issue date: February 01, 2014

Revision date: December 01, 2014
The manual revision for the registration in Russian Federation:

V.2 dated Septemer 12, 2019.

Scenker Biological Technology Co., Ltd.
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1 Medical device data
1.1 Medical device name

Automated bacteriological system FOHOH3.® LABSTAR 100 with the

accessories (hereinafter referred to as System).

1.2 Information about the Medical device manufacturer

SCENKER Biological Technology Co., Ltd.,, East End of Weier Road,
Fenghuang Industrial Park, Liaocheng, Shandong Province, China, 252000,
tel. (86) 800-860-8018

1.3 Information about the Medical device manufacturer authorized official
Concerning the quality and service of the Medical device *“Automated

bacteriological system HOHOHa® LABSTAR, design versions: HOHOHa®

LABSTAR 50, OHOHa® LABSTAR 100 with the accessories”, manufactured by

SCENKER Biological Technology Co., Ltd., China, please contact the
manufacturer’s authorized official in Russian Federation:

Triopromtrade, EEC,

The Russian Eederation, 620028, the Sverdlovsk Region, Yekaterinburg, 28,
Kirova St./43, Toledova St., Phone: +7 (343) 270-75-00, Fax: +7 (343) 246-91-56.

E-mail: info.triopromtrade@mail.ru

2 Operation and description
2.1 Medical device overview

2.1.1 Medical device designation specified by manufacturer
System is designated for the clinical culture and detection of the pathogens
in the blood and other aseptic body fluids by the fluorescent method.

2.1.2 Scope of use and potential customers of the medical device
It is used in the medical and clinic diagnostic centers. The users are the
qualified health care professionals engaged in the microbiological studies.

2.1.3 Indications for use

Only for in vitro diagnostics. The system allows quickly and accurately
detecting the pathogenic microorganisms in the blood and other body fluids of the
patients with septicemia and bacteremia, using the special culture bottles produced
by SCENKER Biological Technology Co., Ltd.:
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. Culture Medium Bottles KOHOHa® for aerobe cultivation (color of

label and removable cover is red, designation*) - a standard culture medium
bottles designed for adult patients not treated with antibiotics, the volume of the
biological sample is from 5 ml to 10 ml;

. Antibiotic-neutralized Culture Medium Bottles KDOHOHa® for aerobe

cultivation (color of label and a removable cover is blue, designation *), culture
medium bottles designed for adult patients treated with antibiotics, the volume of
the biological sample is from 5 ml to 10 ml;

. Antibiotic-neutralized Culture Medium Bottles HKOHOHa® for

anaerobe cultivation (color of label and removable cover is cadmium orange,
designation ), culture medium bottles designed for adult patients treated with
antibiotics, the volume of the biological sample is from 2 ml to 10 ml;

. Antibiotic-neutralized Culture Medium Bottles KOHOHa® for aerobe

cultivation for children (the color of the label and removable cover is pink,
designation ), culture medium bottles designed for children, the volume of the
biological sample is from 2 ml to 10 ml.

2.1.4 Contra indications:
Never use System with other manufacturers’ culture bottles.
Never use System for the purposes not allowed by the manufacturer.

2.1.5 Precautions

System initial installation must be carried out by the specialist assigned by
the manufacturer’s authorized official in the Russian Federation for this purpose.

Before commencing the work with System, it is necessary to read the
Service Manual to provide the equipment safe and efficient operation.

2.1.6 Risk class and applicable classification rules

The potential risk class of the medical device application according to the
nomenclature classification of the medical devices is 2a (article 9.6 of the Order of
the Minister of Healthcare of the Russian Federation as of 06/06/2012. No. 4n).

According to the Directive “On medical devices” issued by Chinese Medical
Devices and Pharmaceuticals Control Department in 2002, the device is classified
as “clinical facilities for testing and analysis 6840 and belongs to the second class
of the medical devices.

2.2 Technical details, parameters and characteristics of the medical device
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2.2.1 Description

This System is the automated system for continuous culture and analysis.
The incubation of the culture bottles with their simultaneous shaking to stimulate
the growth and monitoring the fluorescence change takes place in the main module
of System without the personnel intervention.

The fluorescent method for microorganism detection is used in System.
There is an optic sensitive element (polymer sensor) within the bottoms of the
culture bottles which starts glowing as affected by the products of the bacteria
metabolism, and also, the luminous intensity increases with the increase of the
bacteria quantity. The system determines the microorganism growth depending on
the nature of the luminance change.

The System allows quickly and accurately detecting the pathogenic
microorganisms in the blood of the patients with septicemia, bacteremia, etc.
Besides, this medical device can also be used to detect the pathogenic
microorganisms in the body cavities that are usually without bacteria (such as
thoracic cavity, abdominal cavity, articular cavity, pericardial cavity and
cerebrospinal cavity, etc.), allowing making the clinical diagnosis quickly and
prescribing the effective treatment regimen.

The Systems are designed for operation only with the special culture bottles
containing the reagents necessary for the microorganism detection in the sample.

Each 10 minutes the system processes the signal received from the sensors.
When detecting the positive samples, the visual notification system on the monitor
is activated. More than 90% of the positive samples are detected within 24 hours.

In case no growth during the maximum fixed culture time, the system
provides the negative result by the visual alert. After that the culture bottles can be
removed from the device.

As the system operates with each culture bottle separately, the new samples
determination can start in any moment.

There is a Barcode scanner for the convenienee in operation.

The system has the following functions:

» The help function in case of the culture bottle incorrect installation.

* The automatic detection and calibration of the deteeted culture bottle

position, and automatic quality control.

» System computer interface allows displaying the graphic information

about the culture bottles position in the system under the condition of

incubation.
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» The provision is made for preparing the data reports on the testing at any
time.
The system is adjustable and reliable in operation.

2.2.2 Medical device components, versions list
System FOHOHa® LABSTAR 100 consists of (fig.l):

Main module;

Main module power cord;

Computer with the preinstalled software;
Data cable;

Computer power cord;

Barcode scanner (if necessary).

2.2.3 List of accessories
The accessories provided for System operation:

. Monitor with the power cord;
. Keyboard;
. Mouse pointing control;
. Signal wire;
f
it

Fig. 1- Automated bacteriological system FOHOHa® LABSTAR 100 with the accessories

1- Main module, 2 - Computer, 3 - Monitor, 4 - Keyboard, 5- Mouse, 6 - Barcode scanner,
7 _ Power indicator, 8 - Temperature indicator, 9 - Software
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2.2.4 General description of the main functional units, parts, body,

functionality

2.2.4.1 Main module

System main module consists of;

* Revolute systems with the Positions for the bottles,

» Electric drive,

* Photoelectrical detection system,

» Temperature control system,

» Main control PWB.

LABSTAR 100 is designed as a bracket consisting of five lanes of rotating
frames, each lane includes 20 bottle Position Nos. The bracket size reaches
(475x545x76) £ 1 mm, the diameter of the bottle Position Nos. is 36.5 (+ 0.1-0.3)
mm. Each Position No. is connected to a highly sensitive fluorescent sensor. The
total capacity is 100 bottles. The Position Nos. are numbered from 1to 100: 001-
100. The operation cycle (scan mode) of System occurs every 10 minutes..

Fig.2 - LABSTAR 100 System turning lane bracket
The analytical unit of the system computer creates the growth curve based
on the measurement data, and its form allows making the conclusion of the
presence or the absence of the pathogenic microorganisms in this sample.
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Fig.3 -LABSTAR 100 main screen. Growth cun’

The electric drive is the controlled EMS designed for the conversion of
electrical energy into mechanical and vice versa, and the management of this
process.

Fig. 4 - Gear-motor drive

The system consists of the gear-motor drive - the unit combining the
functions of the reducing gear and the electric motor. The combined type five-
phase step motor, with the AK-GB series reduction gear manufactured by Autonics
Corporation, Korea, is used as the electric motor.

The drive is designed for the control of the step motor. The system uses the
MD5-HF14 drive manufactured by Autonics Corporation, Korea.

Fig. 5 - The drive
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In its turn, the drive receives the commands from the higher class controlling
systems - PMC series controller manufactured by Autonics Corporation, Korea

The photoelectrical detection system is the detector block consisting of the
sensor sulite.

Fig. 6 - Photoelectrical detection system

The sensor consists of 4 generating tubes and 1 receiving photo element.
Four symmetrically located red LEDs are used as the source. The photoelectric
element is well centered towards the reference axes of four generating tubes. That
provides more proportional light transmission. The light reflected from the bottle
bottom, goes to the light cell receiver, where the optical signals are converted into
the electrical signals. Conversely, these signals go through the units of amplifier
and conversion of the analog signal into the discrete signal. The discrete signals are
processed in the analytical unit of the system computer. The detector wave-length
is: 630-650nm.

Fig. 7 - The detection principle with the system usage
1- transmitting tube, 2- polymeric sensor, 3-bottle with the medium,
4-reflected light, 5- receiving tube.

The temperature control system is the system that provides the fixed
temperature inside of System required for the correct culture. The system consists
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of the heater, cooling fan, temperature detector and regulator device. The
temperature detector transmits the value of the current temperature to the
regulating device generating the control action based on the received information.
Then the signal passes to the regulating device. Its task is to perform the functions
to maintain the fixed temperature at the necessary level. In case the culture
temperature falls outside the scope of the acceptable range, the signal is addressed
to the controllers of the main control PWB controllers.

The main control PWB is the board that has the power check panel and the

signal reception controllers.

Fig. 8 - Main control PWB

Fig. 9 - LABSTAR 100 System processfunctional diagram
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2.2.4.2 Main module power cord

The power cord is designed for the main module power connection.
It has the following technical features:

Chinese Standard: CPCS-CCC

Model: PSB-10/ST3

Type | connector, 3 flat contacts.

Load-carrying capability: 10A/250B

Length, min.: 1m

Fig. 10 - Main module power cord

2.2.4.3 The computer with the preinstalled software.

a The computer has the following characteristics listed in Table 1
Table 1. Computer characteristics

Technical characteristics LABSTAR 100
Operating system (OS) Microsoft Windows Professional 10
OS license number 68536414
Processor type Intel*™ Celeron”™ G 1840
Number of cores 2
Maximum clock frequency 2.8 GHz
Memory cache 2 Mb
Socket LGA 1150
Type DDR3
Volume 2.00 Gb
Maximum RAM 4 Gb
Frequency 1,333 MHz
Hard disk (HDD) 500 Gb
Graphics card Intel GMA HD 4000
Audio Integrated
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Power adapter capacity

AC220-240V >200W

Type/Quantity USB 2.0 type A/4,
USB 3.0 type AIl-WO/1, PS/2/2, RS232, RJ45, VGA

Disc drive type DVD

Software Preinstalled, LABSTAR 100, version 3.0,
Copyright certificate of registration No. RZDZ

0543399
Overall dimension, mm 155x400x370
b. Software

The preinstalled PC software is the integral part of System and it works only
together with all its parts. The software has the criteria that determine the signal
processing when the strength of the fluorescence increases during the culture. The

changes can be observed using the growth curve displayed on the monitor for each

loaded position. The monitor also displays the information about the system status;

temperature, time before the next testing, the total number of loaded bottles and

culture data.

The physical and computer ability characteristics of the software are listed in

Table 2

Software characteristics

Name

Version

Platform
Operating system

Software programming language

Software data transmission communication interface
Software data transmission communication interface
Software data storage communication interface
Software response at full load, s, max

Accident recovery time (complete software failure due
to atechnical or operational accident), h, max
Processing speed. Mbit /s

Recovery time, if virus programs are detected, h, max
Performance, Gb/s, min
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Model
LABSTAR 100
LABSTAR 100

V3.0
I ntelCekron*™ G1840
Microsoft Windows
Professional 10
Delphi
RS-232
Automatic

100

15



Search time at full load, s, max 1

Interfaced systems Ethemet(TCP/IP)
Protection means Software account
Safety class P “Minor injuries are
possible”
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Fig.n - LABSTAR 100 screen with the system information

The monitor screen always displays the main interface:
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Fig. 12 - LABSTAR 100 Main computer interface
1-Bottles position, 2- controlpanel, 3- growth cwwe,

4- system information

(1) - The position of the bottles on the turntable is always displayed, the empty
positions have the white color, the loaded positions are yellow, the positive bottle

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



positions are red and the negative bottle positions are green. The error positions are

blue.
(2) - The control panel located in the screen footer consists of buttons:

Bottle load To load the bottles

Bottle removal To remove the bottles

Sample data To enter data on the patient

Growth curve To view a graphic representation of the curve
Statistics To request data

System settings To set up the system

About the system To receive information on the system

(3) - When passing the mouse to the loaded position, the diagram displays the
growth curve. The data readout takes place each 10 minutes. The form of the curve
reflects the presence or the absence of the microorganism growth in the loaded
bottles. By default, the range of Y-axis is 700-4,000, the range of X-axis is O - the
maximum time of cultivating this bottles in terms of the days. If the bottle is
defined as the positive one, the chart shows the “alarming point” - the detection
point and the cultivating time before the bottle positive definition. The scale of X
and Y axes can be changed using the right mouse button. The date and time of the
bottle installation and the date and time of alerting are pointed out under the
growth curve.

(4) - System information:
* The total number - the total number of the loaded bottles;
* Under test - the number of the bottles under test;
» Positive - the number of the positive bottles;
* Negative - the number of the negative bottles.
y » Temperature - culture/incubation temperature;
» State of the system: “normal” at the normal temperature, “cooling” - if the
temperature is over the limit, “heating” - if the temperature is below normal;
* Warning notice "'Scanning, do not open the door' - when reading the data
More detailed information about the software functionality is provided in
Article 3 “Medical device operation”.

2.2.4.4 Data cable
The data cable designed for connection of the main module to the computer.
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Table 3. Technical characteristics of the data cable

1 Parameter LABSTAR 100
Description Standard 9F-9M
Length, no less than, m 1.3
Load-carrying capability, A 0.5
Port RS232/9-9
Photo

/

2.2.4.5 Computer power cord

The computer power cord is designed for the computer power connection.
It has the following technical characteristics:

Chinese Standard: CPCS-CCC

Model: PSB-10/ST3

Type I connector, 3 flat contacts.

Load-carrying capability: 10A/250V

Length, min: 1 m

Fig. 13 - The computerpower cord

2.2.4.6 Barcode scanner
The technical characteristics of the barcode scanner are listed in Table 4.
Table 4. Technical characteristics of the barcode scanner

Parameter Characteristic
Model LS-1881
Manufacturer Guangzhou OWL Electronic
Technology Co., Ltd
Projector Laser
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Scanning frequency
Barcode contrast
Wave-length
Operational temperature
Resolution

Focus

Indication (LED, sound etc.)
Protection level

Data transmission rate

The mean of communication of the
scanner with System;

Readable codes

150 scan/sec

>30%

650 nm

-45~45°C

PCS 0.9 (0.1~0.625mm)
10mm~420mm

Double color LED

IP54

200 characters per second
RS232 serial data transmission

Single two-dimensional code

Fig. 14 - Barcode scanner

2.2.4.7 System parameters and characteristics

Table 5. Index comparison table

Index
Bottles capacity
Culture temperature
Rotating speed
Operation cycle (scan mode)
Rotating mechanism type

LABSTAR 100
100
35+1.5°C
18 r/min
every 10 minutes
Rotating frame bracket

The system is designed for microorganisms

culture and detection +
The rotating and shaking of the bottles is +
provided

Automatic correction and quality control +
The number of positions for the bottles 100
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The availability of the graphic interface

The availability of the Barcode scanner +

Fluorescent method (instrumental estimation),

bottle bottom color change (manual estimation) +

Incubation conditions:  fixed temperature, +

rotating and vibration

A/C power source, V 220 + 22

Current frequency, Hz S0+ 1

Input power, max VA 450

Main module external dimensions, mm (620x650x800)+ 10

System main module weight, kg 110+2

Efficiency™ 20 samples a day

Time of cultivation 120 hours

Volume of biological sample 5-10 ml aerobic bottles and

2-10 ml of anaerobic and

children

cultivation

2.2.4.8 Basic requirements
a Operating conditions
. Environment temperature: 10-30°C;
General humidity: 45-85%;
Atmosphere pressure: 86.0-106.0 kPa;
Electric power conditions: 220V+22V, 50HzilHz;
Input power: < 450VA,;
Away from the sources of the high electromagnetic disturbance and
bright directed light;
. System should be dust-proof; the air should not contain the acids, salts
and other corrosive gases;
. The proper grounding should be provided;
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It is necessary to control the vibration at the workplace.
b. Appearance
The equipment should be flat, clean and of the uniform color, it should
be without the scratches, blinks and mechanic damages.
. The equipment marking should be easy-to-read.
C. Controllability
The start button and the interconnecting wire should have the characteristics
that facilitate comfortable usage, operation speed and reliability. The displayed
information should be clear and constant.
d. Culture temperature
The temperature measurement accuracy and the oscillations should meet the
following requirements:
. The culture temperature should remain within the range of 35£1.5 C.
The temperature variations should not exceed 3.0°C.
e. System functions
Continuous culture.

Automated monitoring and determination of the positive and negative
results.
Immediate notification about the positive bottles detection.

. Alarm signaling in case the temperature exceeds the limits of the
acceptable range.

f. Positive results repeatability

The results of the testing using the standard strains of the American typical
culture collection (ATCC) should be positive (see Appendix A).

g. Display functions

The condition of the bottle contents is determined as positive or negative. All
the indicators are displayed on the system screen, regardless of the fact if the bottle
with a culture corresponds to a detector particular position, and if the positive or
negative results are obtained.

h. Barcode input and position

The system can recognize and place the bottle on the definite detector level
according to the barcode.

I. Safety requirements

See the safety requirements in Appendix B,C, D.
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2.2.5 The accessories overview, the contents and the functional capabilities
2.2.5.1 The monitor with the power cable

The main technical characteristics of the monitors are listed in Table 6.
Table 6. The monitor technical characteristics

Characteristics LABSTAR 100
Brand, model LENOVO, model LT2024WA
Photo
Screen size 20.0°
Matrix type TFT TN
Screen format 16:9
Resolution 1,600x900
Brightness 250 ked/m2
Contrast ratio 1000:1
Response time 5ms
Connector type VGA, DVI

Chinese Standard: CPCS-CCC
Model: PSB-10/ST3
Power cable Type | connector, 3 flat contacts.
Load-carrying capability: 10A/250B
Length, min: 1.5 m

2.2.5.2 Keyboard
The computer keyboard is the device to input the data into the computer
(input device). It is made as the set of the keys (buttons) arranged in the certain

order.
Characteristics LABSTAR 100
Description Standard classical desktop corded
keyboard with 104 keys
Cable length, min, m 1.5
Connection type USB

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



i M- oK)V
Wtproosmatis 111
*; Pi* »** «» . *y N«

» «KK» S*MemK*m th» [ ]

2.2.5.3 Mouse pointing control

Computer mouse is the pointing device for the cursor control and issuing the
commands to the computer. The cursor control is made by moving the mouse over
the table surface or mouse pad. The mouse buttons and wheel cause some actions,
e. .. selected object activation, webpage and e-document vertical scrolling.

Table 8. Computer mouse technical characteristics

Characteristics LABSTAR 100
Description Optical corded mouse
Cable length, min, m 15
Connection type uSB
Photo
8 1

2.2.5.4 Signal wire

The low current signal wire is designed for connecting the computer with the
monitor.

It has the following technical characteristics;

Length of min 1.3 m

Load-carrying capability 0.5 A

Connector: VGA (DE15F) — 15-contact subminiature DIX-connector
connector for connecting the analogue monitors according to VGA graphic
interface standard.

Fig. 15 - Signal win
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2.2.6 Sterility information
System is not sterile. Only the consumable bottles with the medium used
with System, sterilized.

2.3 The contents (contents of delivery) of the medical device
. Main module - 1 pcs.
Data cable - 1 pcs.
Main module power cord - 1 pcs.
The PC with the preinstalled software - 1 pcs.
Computer power cord - 1pcs
Barcode scanner - 1pcs. (if necessary)
Service manual - 1pcs.
Certificate - 1pcs.
Accessories:
Monitor with the power cable - 1 pcs.
Cable - 1 pcs.
Mouse pointing control - 1 pcs.
Signal wire -1 pcs.

2.4 Medical device precaution measures and limits of use
2.4.1 Critical information

It is not allowed installing the programs or files on the device computer,
that are not related to its operation. In case of the computer failure or data loss for
that reason, the manufacturer can carry out the maintenance only on the paying
basis.

T During the operation of System the operator can be subjected to
dangerous microorganisms, so it is recommended to install the device in laboratory
premises that meet the requirements of biosafety level 2. The provisions should be
made for the biological protection measures and it is necessary to fully comply
with the requirements for the organization of the microbiological research
laboratories. The used bottles and other medical wastes must be disposed of by
autoclaving sterilization or other methods determined by the local rules and
regulations (see 7 The medical device utilization and elimination procedure).
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There is the danger of infecting during testing the samples with System.
As a result, the marking in the form of the Biohazard Mark is provided on the
device.

It is prohibited to touch the electric power supply of the operating System.

A

( The corresponding parts of the device have the “electric shock hazard” mark.

The device back panel has the mark *“Caution! Please, refer to the service

manual”.

A In case of the noncompliance with the operating procedure established in
this document, the normal operation of System can be disrupted. In this case the
findings can be distorted, and the destruction of the equipment as well. The user
and (or users) of the device hold responsibility of the consequences of this
noncompliance.

System main module has the drive unit connected to the A/C power source
with the voltage of 220 V and it can be a source of the external electromagnetic
disturbance, (see Appendix D EMS)

2.4.2 FAQs

2.4.2.1 The pathogenic bacteria of the most frequent occurrence (>90%):
> Staphylococcus aureus

Escherichia coli

Enterobacteriaceae: Salmonella, Klebsiella pneumoniae etc.
Pseudomonas aeruginosa

vV V V V

Streptococcus pneumoniae
Candida

2.4.2.2 The most commonly occurred infesting bacteria (3%0-5%0)
> Staphylococcus epidermidis
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Propionibacterium acnes
Fusobacterium
Diphtheria group

vV V V V

Gram positive bacillus
> Acinetobacter

2.4.2.3 The reasons of microorganism low rate of growth, corrective
measures
> Insufficient sample volume: within the scope of the sample volume

(Adults: 5-10 ml, children: 2-10 ml) proportionally to the positive growth of the
cultivated microorganisms.

> The sample collection within 24 hours is not enough: the bacteremia is
remitted in 85% cases, several samples collection can assure the positive growth
recognition.

> The blood sampling should be done within one locus every time.

> The inappropriate time of the blood sampling.

> Carrying out the antimicrobial therapy before or during the blood
sampling.

> Storing the samples at the room temperature : it is not allowed storing
the samples in the freezer, because the bacteria with the special nutritive demands
die at the low temperatures.

2.5 The description of the package, marking and warning signs on the device

2.5.1 Package

System consumer package is the transport package at the same time.

The transport package should be made of woods (packing-box).

The packing-box overall dimensions:

Parameter LABSTAR 100
External dimensions, mm (720x790x930)£20
Weight, kg 2612
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Power supply conditions, input power;

Product standard code;

Production number;

Production date;

Manufacturer’s name, address, telephone;
Authorized official’s name, address, telephone;
Product license number and date.

Labels:

- “Biohazard”
l \ ‘Caution! Please, refer to the service manual”

‘Electric shock hazard’
HaumeHoBaHMe: AHanuM3aTop 6aKTepuonIormyeckuii VD

aBTOMaTuyeckmii KOHOHa' LABSTAR

Mogens: HOHOHa* LABSTAR 100

HomuHanbHoe Hanps)keHue eeTn/YaeToTa/ MOLLHOETD!
220B/50IL/450BA

Homep vpousBogeTBeHnoro ctaHgapTa: YZB/LU 0278-2012
CepwuiiHblli Homep n3genns; C160302012

[ata BbinycKa n3genus: 2016 03 02

MponzsognTensb: «CUHbKI Bronomkmkan TekHonomkm Ko, . Jira.»
BocTouHan ctopoHa Baiiep Poya, NpombiwieHHas 30Ha PaHXyaH -

T JI9049H. NpoBUHLMA lWaHbayH . Kuraii. 252000

TeneoH (86) 800-860-8018

YnonHomoueHHbIli NnpeacTasuTens B PPz 000 «TpuonpoMTpen»
Poccvia. 620028. . ExarepyHbypr, Y. Kuposa 28/Toneaosa 43,

Fig. 17 - OHOH3® LABSTAR 100 System main module nameplate marking

2.5.3 Transport (consumer) package marking:
Manufacturer’s name and address;
Distributor’s name and address;
Product name, model;

Serial number;

Weigh net/ gross;

Volume (length x width x height);
Manufacture date;

Product standard code;
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Indication “Fragile, handle with care” (the corresponding symbol is
marked);
Indication “Keep dry” (the corresponding symbol is marked);
Indication “Up” (the corresponding symbol is marked);
Indication “Do not roll”” (the corresponding symbol is marked);
Indication “Limit of the pile levels number”;
Indication “Fragile precision tool. Caution”;
transportation and storage conditions (the corresponding symbols are
marked);
The designating of the marked symbols:

A A
M - Fragile, handle with care
Keep dry
, Up
f
X - Do not roll
|

Eimit of the pile levels number

L f - Temperature limit

O ~ Humidity limit

O - Atmosphere pressure limit

3 Medical device operation

3.1 Environmental requirements

3.1.1 Operational conditions

To provide the normal operation System should be installed and storaged in
the following environment:

. Environmental temperature: 10°C-30°C;
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. Relative humidity: 45- 85%;

. Atmospheric pressure: 86.0 kPa -106.0 kPa

. A/C power source: 22022 V, frequency 50£1 Hz;

. Keep System away from intrusion of dust, bright directed light, liquids,
corrosive gases, vibration and high electromagnetic disturbance

3.1.2 Transportation and storage requirements.

System is the accurate recording instrument. The special caution should be
exercised to avoid the damage during transportation and storage. The device outer
package should contain the corresponding marking labeling with the indications:
“Handle with care”, “Up”, “Keep dry” etc. The carrier should take care to ensure
that the device is not subjected to heavy shocks and to atmospheric precipitation or
direct sunlight since the moment of shipment to delivering to the installation site.
The following demands are placed on the transportation conditions:

. Environmental temperature: -20°C~+55°C;

. Relative humidity: 45-95%;

. Atmospheric pressure: 50.0 kPa~ 106.0 kPa.

3.1.3 Power requirements
The analyzer is designed for the AC power supply with the voltage of 220 V % 22
V, the frequency of 50 Hz = 1 Hz; The device input power is 450 VA. There must
be the regulated power supply between the device and the power system. The
electric fuse characteristics are indicated on the back panel. When replacing the
electric fuse, it is important to take the power cable characteristics into account.

zIX The ground wire of the three-conductor power cable should be directly
connected to the safe ground network with the resistance of min 0.1 O to avoid the
accidents.

3.2 Installation procedure

All the installation and implementation works of System must be carried out
by the specialist assigned by the manufacturer’s authorized official in the Russian
Federation for this purpose. Additionally, the user should carry out the device
acceptance.

3.2.1 Unpacking and acceptance

Open the package, carefully remove System with the accessories from the
packing box. System packing list is inside of the box. After the unpacking, please
check the contents of delivery according to the packing list. In case of the
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deficiency, address the distributor immediately.
3.2.2 Installation and implementation
The preoperational phase should be carried out in accordance with the

requirements listed in this section.

3.2.2.1 Power line
System should be connected to the separate power line with the ground fault

protection. The distance between the device back and the wall should be of no less

than 20 cm.
WALL

Minimum
20 cm

LABSTAR 100

Main module

PC
625
150 bm

Fig. 18 - LABSTAR 100 installation space diagram

3.2.2.2 The switch, electrical outlet and electric fuse
The main module of System is equipped with the key-operated switch for

15A/30A 250 V, triphase electrical outlet for IOA, 250V and the electric fuse for
5A. The electrical outlet and the electric fuse holder are made as the single unit.
All these elements are located on the right side of the back panel of the main

module.
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Fig.19 - Backpanel ofLABSTAR 100 main module
1-4 - Fans, 5- Switch, 6 -power connector + electricfuse,
7-RS232portfor connecting the data cable

3.2.2.3 Main module installation

To install the main module, it is required only to connect the data cable, the
power cord and the accessories. The device does not have any parts requiring the
on-site dismantling. Carefully remove the main module from the package and
install it on a stable lateral support or the table. Open the door, remove all the
accessories that were fixed in its inside for the transportability. Make sure there are
no foreign items inside of the device. Connect the main module to the computer
COM port (RS232) using the data cable, connect the power cable.

i

G ACiitB Monitor
t: JC J  PC Interface
b
USB: PS/2 - Keyboard
USB: PS/2 - Mouse
USB
VGA Monitor
LABSTAR 100 IRJt45 (II/,IAN/\INAtN)- )
. PC nternet/local networ
Main module PS232 - outside module

LABSTAR 100

Fig.20 - LABSTAR 100 connection diagram

3.2.2.4 Computer installation

The computer installation should be carried out in the commonly-accepted
way.
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3.2.2.5 Commencement ofwork and operation

Before switching on the Blood Measure System main module, check the
connection of the signal and data cables and the power cord. Make sure that the
device total rated current does not exceed the power-supply source rated current.
After that, switch on the power supply and start out the main module. The Blood
Measure System main module will start operation in automatic mode.

Switch on the computer, double click the screen and enter the program. The
Blood Measure System main module will start operation in automatic mode.

The registration process that is carried out by the manufacturer’s authorized
official is required for the initial system start up. In order to do that, enter the
organization name in “Department name” field and the System code indicated in
the delivery set accompanying documentation, into “Device code” field of the
“Logging in” pop-up window. Then obtain the license number from the
manufacturer and enter it in the “License” field.

Perucrpaums B cucteme

Vmsa nogpasfeneun  QMCBBYBce

CreHepupoBaTh Kof MallWHbI

Kog annapata FFBS5GEFA7

Nnuensw!

MoATBEPAUTD 3aKkpbITbh

Fig.21 - Logging in
After pressing the “Confirm” button the device will be registered and ready
for use.

3.3 Setting of system parameters

3.3.1 Culture time

The system automatically sets the culture time for 120 hours. If there are
special requirements, the time parameter on the screen should be modified when
the bottles are put in and the time set on the “Set time” screen (p. 3.3.3.2).
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Fig. 22 - Default culture time is 120 hours

3.3.2 Culture temperature
Culture temperature is constantly set as 35+1.5°C, which cannot be modified.

3.3.3 System settings

3.3.3.1 Department name

Enter the instrument control procedure, click “System settings” and the
interface of the dialog box appears. Click “Department” and then click “Add” to
input the name of the specific department. Click “Delete” to delete the chosen
department.

CucnreMKwe «BCTPOIA!*»

2HeBRE0W> >

Fig.23 - “System Settings ” menu, department name
3.3.3.2 Signal mode
If necessary, an acoustic signal informing about positive or negative bottle

can be adjusted.

Enter the instrument control procedure, click “System settings” and the
interface of the dialog box appears. Click "'Signal Mode™, then select an audio file
from a designated folder and confirm the selection.
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Fig.24 - "System Settings™ menu, signal mode

In this window, the culture / testing time can be set, by default it is 120
hours (section 3.3.1).

3.3.3.3 Bottle

In this window, the system settings can be reset by clicking "*Remove all
samples'* button. This will lead to the bottle position and testing results data reset.

XK Use the option of the system settings reset only in exceptional cases, for
example, for serious instrument malfunctions or power cutoff for more than 1 hour.
It is not recommended to use this option for normal operation of the instrument,
otherwise all the data will be lost!!!

System reset can never be used except that serious faults of the instrument
occur or power failure lasts for more than 1 hour. It cannot be used when the
instrument is in normal operation, otherwise, all the data on test will be lost!!!
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Fig.25 - "System Settings” menu, bottle
This window also allows marking the defective Position No. to avoid loading
bottle in it.
This requires entering the number of the defective Position No. (for example,
Position No. 2) in the right field and click "Confirm™ button. This Position No. will
be displayed in black.

oNeNe,
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o
O
o

O
Fig.26 - LABSTAR 100 screen with a defective Position No.
ti
After troubleshooting, click "Delete selected parameters', 0" will appear in
the Position No. field and the Position No. will be white, i.e. empty (Fig. 27).
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Fig.27 - Recovery ofthe Position No. parameters
3.3.3.4 Database
The window allows for configuration:
Deleting data from the test log;
Manual backup of data;
- Connection to the LIS system.
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Fig.28 - "System Settings” menu, database

3.4 Operation procedure

3.4.1 Blood and other body fluids sample collection

Blood and other body fluids sample collection should be carried out
according to the rules adopted in the laboratory, using the special bottles
manufactured by SCENKER Biological Technology Co., Ltd. (see the more
detailed information about the analysis of blood and other body fluids in the
Cultural medium Bottles documentation).

. The blood and other body fluids sample for the culture should be
taken with keeping the rules of the aseptic to avoid the microorganisms’
penetration from the outside environment.

. Before using the bottles, medium transparency should be visually
assessed, any opacity means their unfitness.

. The bottles should be warmed for the room temperature (18-30°C).

. The culture should be carried out during the temperature rise, when

the fever begins. To take blood using special sterile systems for blood sampling or
sterile syringes in the bottle created a vacuum, which facilitates the sowing of
| blood samples in the bottle. Break off the plastic covers from the bottles and
sterilize the inside cover with the drape saturated in 70% ethanol (or other
substitutive antiseptic) within one minute. Carefully sterilize the skin over the
needled vein with 70% ethanol and then with 1-2% tincture of iodine within 30
seconds. After drying of the treated area, perform venipuncture. For adult patients
it is recommended to use a pair of aerobic and anaerobic bottle. When using the
system for blood sampling, the inoculation is performed first in an aerobic vial and
then in an anaerobic one. (Do not remove the needle from the patient's vein during
blood collection. After the end of the first extract needle from vial, then from veins
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patient). When using a syringe, first inject blood into an anaerobic vial and then
into an aerobic one (Avoid air entering the anaerobic bottle). The volume of the
blood is from 5 ml to 10 ml for the adults for aerobic bottle and from 2 ml to 10 ml
for the anaerobic and children bottle (the marking on the name plate of the bottle
allows you to estimate the volume of the taken blood). Optimal pathogen isolation
is achieved by adding the maximum sample volume Mix the bottle contents
carefully with the circular motions. After finishing the procedure, the iodine should
be removed from the skin with the drape using the 70% ethyl and the puncture area
should be covered the adhesive plaster. The bottles should be marked with
indicating the name, initials, date of birth and sampling date, and then transported
to the laboratory in the at the room temperature (18-30°C) in a dark place (not in
the freezer) for no more than 24 hours.

. Cerebrospinal fluid is obtained with lumbar puncture, less often with
puncture of the lateral ventricles of the brain, preferably before taking antibiotics.
The puncture site is treated with 70% ethyl alcohol, then with 1-2% tincture of
iodine within 30 seconds. The first portions of liquor have the highest potential for
contamination by microorganisms from the skin and should be discarded.
Immediately after the puncture, not less than 5 ml and not more than 10 ml of the
resulting liquor should be aseptically introduced into an aerobic vial (in certain
clinical situations, an anaerobic vial is required). Large volumes (5-10 ml) increase
the sensitivity of the culture and are necessary for optimal isolation of whimsical
bacteria and fungi. If the volume of liquor is small from 2 to 5 ml, as well as liquor
from children - you should use aerobic bottles for children. Samples should be sent
to the laboratory for examination as soon as possible. This will increase the
probability of detection of pathogens. During storage and transportation, excessive
overheating and especially cooling should be avoided (a thermos or a thermal
container with a temperature of 35x1.5°C can be used). Cooling the liquor below
30°C leads to the death of meningococci. Storage and transportation time should
not be more than 8 hours.

. In the study of body fluids from normally sterile cavities (peritoneal,
synovial, pleural, articular, pericardial fluid) for adults, it is recommended to take
for each aerobic vial from 5 ml to 10 ml, for each anaerobic vial from 2 ml to 10
ml of the test liquid, for children for each vial it is necessary from 2 ml to 10 ml of
the test liquid. The puncture site is treated with 70% ethyl alcohol, then with 1-2%
tincture of iodine within 30 seconds. Immediately after the puncture, the biological
fluid should be aseptically introduced into the aerobic vial (in certain clinical
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|situations, an anaerobic vial is required). The minimum volume of liquid for
bacteria isolation is 2-5 ml, for fungi isolation-10 ml. Samples should be sent to the
laboratory for examination as soon as possible. This will increase the probability of
detection of microorganisms. Store at room temperature (18-30°C) for up to 24
hours.

. The rate of growth of pathogens is directly proportional to the volume
of biomaterial. Optimal pathogen detection is achieved with maximum sample
volume.

. After sampling and inoculation of blood or biological fluids, it is
necessary to tear off half of the label with a bar code from the bottle (the other half
of the label can not be tom off) and stick it on the form of the referral for

laboratory research

When separating the label with the barcode, it is necessary to check that the
information on the issue is the same as on the bottle!

The samples should be forwarded to the laboratory for testing as soon as
possible. This will increase the possibility of the pathogenic microorganism
detection.

3.4.2 Bottles loading

3.4.2.1 Using the barcode scanner

Open the door of the main module. Click “Load”. The dialog box will
automatically pop up on the screen. Use the barcode scanner to read the barcode
from the label. System will automatically allocate the Position No. for placing the
bottle. Put the bottle to the necessary position and click “Load” (at the same time
the Position No. at main program interface manifests yellow) (fig.29). Load all the
bottles for the check and click “Confirm”. Close the maid module door and it will

automatically resume operation.
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Fig. 29 - Loading bottles into Position No. 66

3.4.2.2 With the manual entering the barcode

Open the door of the main module, click “Load”. The dialog box will
automatically pop up on the screen. Manually enter the barcode from the label.
System will automatically allocate the Position No. for placing the bottle. Put the
bottle to the necessary position and click “Load” (at the same time the Position No.
at main program interface manifests yellow). Load all the bottles for the check and
click “Confirm”. Close the maid module door and it will automatically resume
operation.

During the operation of the main module it is not recommended to often open
the door or hold it open. It can cause the temperature fluctuations inside of the
module and affect the test results

3.4.3 Input, inquiry and statistics of patients operation
Information Input; Enter the control procedure of the instrument, click
“Data”, and the interface of dialog box will appear.

:00it3
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Fig. 30 - Sample data entry and request

Enter the sample number in the appropriate field using a special barcode
scanner or manually. Following that, fill the patients data (Surname, first name &
patronymic, gender, age, department name, patient number, patient history No.,
date of check, sample category). Click “Save” after patient data is filled.

To request data, it is necessary to enter the sample number and click
""Search'’, the system will provide all information about the sample.

To receive information in a graphical form, enter the instrument control
procedure and click ""Growth Curve” and the interface of dialog box will appear.
Click ""Request™ and the interface of request dialog box will appear. Use a
dedicated barcode scanner. The instrument will automatically display patient data,
study parameters and results, and the growth curve.

fti ric

S 0 i

Fig. 31 - Patient data request, growth cun’e
Statistics; Enter the instrument control procedure, click "'Statistics' and the
interface of statistics dialog box will appear. Statistics can be filtered by date,
department, patient’s name, study results, sample number.
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Fig. 32 - Statistics bypatients name
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Fig. 33 - Statistics by date
3.4.4 Culture

After the culture bottle is put into the main module, System will
automatically start the culture. The temperature should be maintained at the level
of 35£1.5°C. The LABSTAR 100 turntable will rotate with the constant speed of
18 r/min.

3.4.5 Detection

The instrument operation cycle for the dynamic detection lasts for 10
minutes. The culture bottle stimulates the generated fluorescence as affected by the
bacteria metabolism products, and sends the corresponding signals to the analysis
program of the system computer. The provision is made for the previous
transformation of the analog signal into the digital one. The Position No. of the
culture bottle in the main program interface manifests yellow.
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3.4.6 Alerting system

The system will analyze the detection signal. It will alarm immediately when
itdiscovers the positive bottle. The Position No. of the culture medium in the main
program interface manifests red after the alarm. Unload the bottle from the device
ad use the sample for the subculture to conduct the additional analysis
experiments. The culture bottle with no growth of culture medium of
microorganism after 5 days of successive culture will be reported as the negative
bottle and the corresponding alarm signal will occur. The Position No. of the
culture bottle in the main program interface will manifest grass-green and the
culture bottle can be taken out.
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Fig. 34 - Main program interface with red and green bottles

After all the positive bottles are taken out, the sub-culture should be applied
Immediately and the additional analysis should be carried out so as to prevent the
instrument from alarming falsely!

3.4.7 Unloading the bottles

Open the device door and unload the negative bottles (green color on the
interface screen) or the positive bottles (red color on the interface screen). Click
“Unload”, the instrument will automatically pop up the dialog box, then use the bar
code scanner to read the sample bar code. In the meanwhile, the Position No. of the
culture bottle in the main program interface manifests white, which indicates that
the culture bottle has been taken out. Unloading bottles by sample number is
possible using the barcode scanner or entering the number manually. Remove all
bottles ready for unloading and click ""Confirm”.
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Fig. 35 - Unloading the bottle

After the culture bottle is taken out, please immediately close the instrument
door, so as to prevent low temperature inside the instrument!
The short System workflow is shown on Figure 36.

Fig. 36 LABSTAR System operation cycle flow diagram
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3.5 Culture media and application scope

3.5.1 Culture media

Table 9
The The j
volume of
volume of| o Barcode’ 1D
Name the Application Photo
the No.
collected .
) medium
material
The
Culture  medium  Bottles samples of
FOHOHA" ‘ be | 5-10ml | 2smi | PSS gz B
for — aerobe | - B who did not M”“I ""m
cultivation: take the
antibiotics
The
Antibiotic-neutralized Culture samples of i "I
' | s10ml . | the patients R ”"III“I
medium Bottles OHOHA" | 5-10m 25m who took X ”"lll”l"l
for acrobe cultivation: the h
antibiotics
The
Antibiotic-neutralized Culture samples of L
niblotencutealiced Catere s | o | Y
medium Bottles FOHOHAQ* | 2-10ml | 25ml who took XYY |||||"|||||ﬂ
for anaerobe cultivation the
antibiotics
The
Antibiotic-ncutralized Culture samples of o
. ) the children mi
medium  Bottles FOHOHA 510 ml 25 ml or other XET ”:H:}}:““Il
for aerobe cultivation for patients that ! “"ll
children. are difficult
to collect

3.5.2 Application scope

The medium bottles are designed for the culture and detection of pathogens

in the blood samples and other aseptic body fluids.

3.6 How to collect the blood and other sterile biological fluid samples
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3.6.1 Procedure for blood sampling

3.6.1.1 Blood sample collection indication

As a rule, the indication for the corresponding clinical examination is the
emergence of one or few symptoms of the following list:

> Fever (>38°C) or low body temperature (<36°C);

> Shivering;

> Leukocyte increasing (more than 10.0x107/1, especially for the “left

deviation™)

> Mucocutaneous hemorrhage;

> Coma;

> Multiple organ failure;

~ Blood pressure decreasing;

> Increased C-reactive protein and breath accelerating;

> Blood disease patients have the reduction of granulocyte and platelet, etc.

3.6.1.2 Examination frequency

> The eollection usually takes place at the early or peak fever periods

> The patient who is suspected to have the bacterial endocarditis should
pass three examinations to determine the pathogens and the blood colleetion is
carried out no less than one time per hour within 24h.

> If the patient was treated with antibiotics in one to two weeks before
the culture, it is important to carry out two or three microbiological studies within
one day afterwards.

> Every time the sample should be divided into two or three parts. The
eollection is carried out within 24h.

3.6.1.3 Collected material volume

The collected material volume corresponds to the Table 9

3.6.1.4 Skin sterilization process

w * > Sterilize the skin over the needled vein with 70% alcohol solution

within 30 seconds;

> Sterilize with tincture of iodine within 30 seconds or tamed iodine
within 60 seconds;

> Remove the rests of iodine from the skin with 70% alcohol solution.

> Carry out the blood collecting after the alcohol evaporation.

3.6.1.5 Bottle sterilization process

> Sterilize the culture bottle rubber stopper with 70% alcohol solution
within 60 seconds;
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> Remove the alcohol rests from the rubber stopper with the surgical
gauze or cotton stopper.

> Insert the blood samples to the bottle.

3.6.1.6 Blood samples storage and transportation

> The samples should be sent to the laboratory for the examination after
the blood collection;

> If it is impossible to send the sample for the examination at once, it
can be stored at the room temperature or in the constant-temperature bath (35-
37°C). Cold storage is not allowed;

> The delay for the examination cannot exceed 20 h after collection.

3.6.1.7 Laboratory receiving standards

> Check the samples for the visible turbidity, pellicle, bacterial lawn,
coagulation and other bacterial development signs.

> Check whether the blood volume is suitable.

> Check the bottle for the leaking, cracks and visible contaminations.

> Check whether the label on the bottle is in compliance with the
application list and whether the patients’ information is complete.

3.6.1.8 Samples screening procedure

> Refuse to take the bottles for the examination if the information on the
bottle is not in compliance with the assay application and the culture bottles are
broken or have the visible contaminations.

> The bottles are rejected if they are kept for more than 20 h after the
collection, the bottle type does not correspond to the examination type, the bottle is
expired, the volume is not enough for the examination etc.
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3.6.2 Cerebrospinal fluid is obtained with lumbar puncture, less often with
puncture of the lateral ventricles of the brain, preferably before taking antibiotics.
The puncture site is treated with 70% ethyl alcohol, then with 1-2% tincture of
iodine within 30 seconds. The first portions of liquor have the highest potential for
contamination by microorganisms from the skin and should be discarded.
Immediately after the puncture, not less than 5 ml and not more than 10 ml of the
resulting liquor should be aseptically introduced into an aerobic vial (in certain
clinical situations, an anaerobic vial is required). Large volumes (5-10 ml) increase
the sensitivity of the culture and are necessary for optimal isolation of whimsical
bacteria and fungi. If the volume of liquor is small from 2 to 5 ml, as well as liquor
from children - you should use aerobic bottles for children. Samples should be sent
to the laboratory for examination as soon as possible. This will increase the
probability of detection of pathogens. During storage and transportation, excessive
overheating and especially cooling should be avoided (a thermos or a thermal
container with a temperature of 35+1.5°C can be used). Cooling the liquor below
30°C leads to the death of meningococci. Storage and transportation time should
not be more than 8 hours.

3.6.3 In the study of body fluids from sterile normal cavities (peritoneal,
pleural, articular, pericardial fluid) for adults is recommended to take for each
aerobic vials from 5 ml to 10 ml, for each anaerobic vial of 2 ml to 10 ml of the
test liquid, for children of each vial must be from 2 ml to 10 ml. The puncture site
is treated with 70% ethyl alcohol, then with 1-2% tincture of iodine within 30
seconds. Immediately after the puncture, the biological fluid should be aseptically
introduced into the aerobic vial (in certain clinical situations, an anaerobic vial is
required). The minimum volume of liquid for bacteria isolation is 2-5 ml, for fungi
isolation-10 ml. Samples should be sent to the laboratory for examination as soon
as possible. This will increase the probability of detection of microorganisms.
Store at room temperature (18-30°C) for up to 24 hours.

3.7 Results explanation

The human blood usually has no bacteria. The bacterial invasion can cause the
bacteremia or septicemia. The patients with endocarditis, endarteritis, early typhoid
and brucellosis are considered to be suffering from the bacteremia. Some other
infections may be accompanied with intermittent bacteremia. Various results of the
blood culture should be analyzed according to the specific situation. The culture
results do not provide the exact bacteremia indication.
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3.7.1 Negative results
The negative results can be explained in the following ways;
C1) There is no bacteremia

(2) The patient has the clinical signs but the bacteremia was not detected
because of the following reasons:
Local infection
Fastidious bacteria, chlamydia and L-type bacteria samples
Incorrect collecting time
Using the antibiotic therapy beforetheexamination
Periodic bacteremia
Treatment measures (2):
> Blood samples re-collection and examination.
3.7.2 Positive results:

v V V V V

(1) Once positive:
> Pathogenic bacteria: Brucella, Salmonella etc. Bacteremia
> Saprophytes: Propionibacterium,  Staphylococcus epidermidis
Contamination
(2) Several times positive:
> The same bacterium: meningitis, endocarditis and bacteremia
> Different bacterium (due to immunosuppression); dermatitis and
bacteremia

4 Maintenance and repairs
4.1 The user-performed technical maintenance:

Type of the maintenance LABSTAR 100
Cleaning the air filters with the fresh water ~ Once per 2 weeks
K o Dust collection in System functional area Once per 2 months
Cleaning the liquids spilled on System In case of the leakage or the bottle

damage, remove the spilled liquid
according to the decontamination
procedure recommended in the
laboratory. After the disinfection,
clean with the wet wipe (moistened
with water only) and rub dry.
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Cleaning the liquids spilled inside of System Remove the samples spilled inside
of System and carry out the
disinfection according to the
authorized procedure.

Checking System cleanness Once per 3 months, clean with the
dry cotton plug if necessary

Checking the output voltage of the regulated Once per 6 months

power supply

Fixed temperature and humidity Within 24 hours

maintenance in the laboratory

System supply disconnection in case ofthe ~ Turn on System after the power

power outage restart

Switch off System power supply and restart  In 3 minutes after shutdown

it in case of the sputter of the signal system

and failure to correct the error

4.2 The common failures and treatment measures
Error category Cause Solutions
No power cable or the
power cable unplugged.

Check the power cable
connection at both ends.

Main module power fail The main module power  Set the power switch into

switch is in the “off’ “On” position (it is located
position. in the lower right corner on
the main module back
panel).
Lost connection No data cable between Check the cable connection
between the PC and the the PC and the main at both ends. Restart the
main module module or it is wrongly main module.
connected.
The temperature of the 1. Reduce the opening hours
incubator is too high 2. Clean the filter screen.

Temperature Alarm 3. Check the temperature of
The temperature of the

. . the laboratory
incubator is too low
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If System is open or the

. power failure lasts for over
Detection stops for 30 ]
30 minutes, all the culture

minutes
bottles should pass the
screening.
1. Copy the data and address
the distributor.

Data loss

2. All the bottles should pass
the screening.

1. The bottle is 1. Place the culture bottle
improperly installed in properly
the position 2. Get back the missing
2. The bottle is unloaded  culture bottles to the gaging
from the device position.

Culture bottle error N
3. Wrong position No. 3. Take out the bottle from
4. Position and control the error position and restart
device is broken. System.

4. Turn off the damaged
bottle position.
System cannot be ) )
. Electric fuse blowing Change the 5A 220V fuse
energized
Take out the bottles with the

System is full o o
expired incubation time.

If it is not possible to correct the fault yourself, address the service
center of the manufacturer's authorized official in the Russian Federation

5 Transportation and storage

5.1 Transportation

The packed medical devices are transported by all types of the enclosed
transport according to the haulage rules applied for this type of transport.

Placing and fixing the boxes with the medical devices to provide their stable
position, excluding the possibility of the boxes displacement and their clashes and
impacts with the walls of the transport facilities.

Transportation conditions:

Environment temperature rate: from minus 20°C to plus 55°C;
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Relative humidity range: 45% - 95%;
Atmospheric pressure range: 50.0 kPa-106.0 kPa.

5.2 Storage
When packing into the wooden boxes the allowable height of decking should
be indicated on the packaging places, but no more than 2 (two).
The medical devices should be installed and stored in the following
conditions to provide the normal performance:
> Environment temperature: from plus 10°C to plus 30°C;
> Relative humidity: 45- 85%;
> Atmospheric pressure: 86.0 kPa -106.0 kPa
> The device should be kept away from intrusion of dust, direct sunlight,
liquids, corrosive gases, vibration and high electromagnetic disturbance.

6 Warranty policy

The manufacturer guarantees the medical device compliance with the
regulatory requirements and manufacturers’ documentation in case of observance
of terms of transportation, storage and operation.

Operating life - 10 years.

Guaranteed service life - 1year since the purchase.

Guaranteed storage life - 2 years.

The manufacturer is not responsible for any inflicted damage or injuries
when operating the System until his fault is proven.

7 The medical device utilization and elimination procedure

The product is subject to disposal in accordance with the current legislation
of the Russian Federation at the time of disposal.

The components of the System belong to class A "Epidemiologically safe
waste, the composition is close to solid household waste" and are disposed of in
accordance with the requirements of SanPiN 2.1.7.2790-10.

Biological samples may contain pathogenic microorganisms, including
hepatitis b virus and human immunodeficiency virus (HIV), so the media in the
vials belong to class B - "Epidemiologically hazardous waste" and require
appropriate precautions for their disposal according to SanPiN 2.1.7.2790-10

Used bottles are subject to disinfection. If the laboratory is equipped with an
autoclave, the disinfection is performed by autoclaving (exposure to water vapor
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under pressure) at a temperature of 121°C and a pressure of 1.2 ATM. 20 minutes.
Bottles with the remains of blood or other biological samples, closed with lids, are
collected in containers or plastic bags, suitable for the physical method of
disinfection, resistant to liquid leakage, and placed in an autoclave. After
autoclaving, the waste is moved to yellow bags labeled "class B Medical waste".
The person responsible for the collection of waste in this medical unit ties the bag
or closes it with tags or other devices and indicates on the label the date, time.
Name Of the responsible person. Packages are removed to temporary storage of
waste for subsequent removal and disposal. If the laboratory is not equipped with
an autoclave, disinfection is carried out using other methods established by local
rules and regulations.

yp
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8 Appendix A
The information about the examination with the use of American typical

culture collection (ATCC) strains.

Strains

Neisseria meningitidis

Haemophilus influenzae

Streptococcus

pneumoniae

Streptococcus pyogenes

Pseudomonas eruginosa

Candida albicans

Staphylococcus aureus

Escherichia coli

Alcaligenes faecalis

Clostridium histolyticum

Clostridium perfringens

Bacteroides fragilis

Bacteroides vulgatus
V #

Strain code

ATCC 13090

ATCC 19418

ATCC6305

ATCC 19615

ATCC27853

ATCC 18804

ATCC25923

ATCC25922

ATCCB8750

ATCC 19401

ATCC13124

ATCC25285

ATCCB8482
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Conditions

Temperature

(€)

35

35

35

35

35

35

35

35

35

35

35

35

Time
(h)

<72

<72

<72

<72

<72

<72

<72

<72

<72

<72

<72

<72

Pathogenic

microorganism detection

method

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by
System

The culture detected by

System

Results

Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the
alerting system
Triggering the

alerting system



9 Appendix B
Safety requirement, test method and inspection rule (according to the
GB4793.1-2007 standard)

BOApplication condition of the instrument

a) For indoor use.

b) Temperature: 10-30°C

¢) Humidity: No more than 85%

d) Power condition: The power fluctuation is no more than 10% of the standard
voltage

e) Overvoltage category: The transient overvoltage category Il

f) Pollution level: Grade Il

B1Mark and file

B11 Mark

B1.1.1 Overview

Requirement: The words and symbols marked outside the device should be

conformed to the requirement of 5.1.1 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

Bl.1.2 Mark

Requirement: The mark indicated on the device should meet the requirement of

5.1.2 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B1.1.3 Mains supply

Requirement: The mark indicated on the device should meet the requirement of

5.1.3 in GB4793.1-2007.

a) Nature of supply.

b) The rated value of the supply voltage.

c) The maximum rated power.

Test method: Check the quality using visual inspection.

B1.1.4 Fuse

Requirement: It should meet the requirement of 5.1.4 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B 1.1.5 Terminal, connector and operation equipment

Requirement: The purpose of the terminals, connectors and indicators should be

specified if it is necessary for safety. If there is no enough space, the symbol 14 of

Table 1 can be used.
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Test method: Check the quality using visual inspection.

B1151 Terminal

Requirement: The terminals should be recognized.

Test method: Check the quality using visual inspection.

B1.1.5.2 Terminals for connection to the mains supply

Not applicable

B1.1.6 Switches

Requirement: It should meet the requirement of 5.1.6 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B1.1.7 Equipment protected with double insulation and reinforced insulation
Requirement: It should meet the requirement of 5.1.7 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B1.1.8 The junction box

Not applicable

B1.2 Warning sign

Requirement: It should meet the requirement of 5.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B 1.3 Durability of mark

Requirement: The marks should meet the requirements of standard provisions
5.1.2-5.2 and keep clearly distinguishable under the normal conditions.
Test method: According to the method of 5.3 in GB4793.1-2007.

B14 File

B1.4.1 Overview

Requirement: It should meet the requirement of 5.4.1 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B1.4.2 List of rated values

Requirement: It should meet the requirement of 5.4.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B 1.4.3 Equipment installation

Requirement: It should meet the requirements of 5.4.3 a), b), c) in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B 1.4.4 Operation of the equipment

Requirement: The following instructions should be included:

a) Identification and use of the control buttons in the working conditions.
b) The explanation for the symbols.

¢) The instruction for connection.
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Test method; Check the quality using visual inspection.
B1.4.5 Maintenance of the equipment
Requirement: The following contents should be given in the specification:
a) Preventive maintenance and checking by user.
b) The parts which only be checked by manufacturer.
¢) The rating and feature of the fuse.
Test method: Check the quality using visual inspection.
B2 Electrical shock protection
B2.1 Overview
B2.1.1 Requirement
Requirement: The electrical shock protection should be kept in the normal or
single failure condition of the device. The palpable parts of the device must not
become dangerous electricity parts.
Test method; Determine whether the parts are palpable according to the rules of
6.2. Determine whether the test value reaches the limited value according to the
rules of 6.2. Check the quality according to the method of 6.4-6.11.
B2.1.2 Exception
Not applicable
B2.2 Judging of the palpable parts
Requirement: It should meet the requirement of 6.2 in GB4793.1-2007.
Test method: According to the method of 6.2 in GB4793.1-2007.
B2.2.1 Checking
Requirement: It should meet the requirement of 6.2.1 in GB4793.1-2007.
Test method: According to the method of 6.2 in GB4793.1-2007.
B2.2.2 Openings above the charged parts
Not applicable
B2.2.3 Openings of the premodulation controls
St Not applicable
B2.3 Allowable limit of the palpable parts
Requirement: It should meet the requirement of 6.3 in GB4793.1-2007.
Test method: Determine whether conform to the limited value according to the
method of 6.5.1-6.5.4 in GB4793.1-2007.
B2.3.1 Value under the normal condition
Requirement: The voltage limitation are 33V (rms value) and 46.7V (peak value).
Test method: According to the method of 6.3.1 in GB4793.1-2007.
B2.3.2 Limits in the single failure condition
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Requirement; The voltage limitation are 55V (rms value) and 78V (peak value).
The rms value of the sine-wave current is 3.5mA.

Test method: According to the method 0f6.3.2 in GB4793.1-2007.

B2.4 Protection in normal condition

Requirement: The following one or more measures should be applied to the
palpable parts in order to prevent dangerous electricity:

—Basically insulation

—Shell or baffles

Test method: Check the quality using visual inspection.

B2.5 Protection in single failure condition

Requirement:. The additional protection should be provided to ensure that the
palpable parts cannot become dangerous electricity in single failure condition. The
additional protection is composed of one or more measures specified by 6.5.1-
6.5.3.

Test method: Determine whether conform to the rules according to the methods of
6.5.1-6.5.4 in GB4793.1-2007.

B2.5.1 Protective connection

Requirement: If the primary protection equipment specified by 6.4 could lead to
conducting of the electric parts in single failure condition, then the palpable parts
should be connected with protective conductor terminal.

Test method: Determine whether conform to the rules according to the method of
6.5.1 in GB4793.1-2007.

B2.5.1.1 Integrity of the protective connection

Requirement: It should meet the requirement of 6.5.1.1 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B2.5.1.2 Protective conductor terminal

Requirement: It should meet the requirement of 6.5.1.2 in GB4793.1-2007.

Test method: Check the quality using visual inspection and according to the
method of 6.5.1.3 in GB4793.1-2007.

B2.5.1.3 Connection impedance of the plug connection device

Requirement: The impedance of the protective connection which is used for
protective conductor terminal between each accessible part shall not exceed O.LLI.
Test method: According to the method of 6.5.1.3 in GB4793.1-2007.

B2.5.1.4 Connection impedance of the permanently-connected device

Not applicable

B2.5.1.5 Screen as the transformer protective bonding
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Not applicable

B2.5.2 Double insulation and reinforced insulation

Requirement: It should meet the requirement 0f 6.5.2 in GB4793.1-2007.

Test method: According to the method of 6.5.2 in GB4793.1-2007.

B2.5.3 Protective impedance

Not applicable

B2.5.4 Automatic disconnecting of the power supply

Not applicable

B2.6 Connection with an external eircuit

B2.6.1 Overview

Requirement: It should meet the requirement of 6.6.1 in GB4793.1-2007.

Test method: According to the method of 6.6.1 in GB4793.1-2007.

B2.6.2 External circuit terminal

Not applieable

B2.6.3 Circuit with dangerous charged terminal

Not applicable

B2.6.4 Palpable terminal for stranded conduetor

Not applieable

B2.7 Requirements to insulation: Clearance and creep age distanee

Creep age distanee: insulation type: basic insulation and reinforced insulation.
Microenvironment pollution level: grade 2

Requirement: 1.5mm

Creep age distanee: insulation type: basie insulation. Il Material group:

400"CIT 7600.

Requirement: 3.0mm

Creep age distance: insulation type: basie insulation. Il Material group:

400"CUT 7600.

Requirement: 6.0mm

Test method: Verified by cheeking

B2.8 Dielectric strength test

Requirement:

1) The basic insulation part: It should be tolerated the test in the eondition of 50Hz
and 1390V. The breakdown or repeating flash-over must not appear.

2) The double insulation or reinforced insulation part: It should be tolerated the test
in the condition of 50Hz and 2224V. The breakdown or repeating flash-over must
not appear.
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Test method: The voltage test is measured according to the specified voltage value
of 6.8.4 in GB4793.1-2007. The breakdown or repeating flash-over must not
appear. The corona discharge effect or similar phenomenon is negligible.

B2.9 Structure requirements of protection against electric shock

B2.9.1 Overview

Requirement: It should meet the requirement of 6.9.1 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B2.9.2 Insulation materials

Requirement: It should meet the requirement of 6.9.2 in GB4793.1-2007.

Test method: According to the method 0f6.9.2 in GB4793.1-2007.

B2.9.3 Color coding

Not applicable

B2.10 Connection to electric mains and between different parts

B2.10.1 Power cords

Requirement: It should meet the requirement of 6.10.1 in GB4793.1-2007.

Test method: According to the method 0f 6.10.1 in GB4793.1-2007.

B2.10.2 Installation of the unable-dismantled power cords

Not applicable

B2.10.3 Plug and connector

Requirement: It should meet the requirement of 6.10.3 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B2.11 Disconnection of the power supply

B2.11.1 Overview

Requirement: The device should be equipped with breaking device which can turn
off the power supplied from each electric source either inside or outside of the
device. The breaking device should disconnect all the current carrying conductors.
Test method: According to the method 0f6.11.1.1-6.11.3.2 in GB4793.1-2007.
B2.11.1.1 Exception

Not applicable

B2.11.2 Requirements according to the type of the device

B2.11.2.1 Permanently connection and multi-phase equipment

Not applicable

B2.11.2.2 Single phase equipment connected with the cord

Requirement: It should meet the requirement 0f 6.11.2.2 in GB4793.1-2007.

Test method: Check the quality using visual inspection.

B2.11.2.3 Dangerous caused by functions

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



Not applicable

B2.11.3 Breaking device

Requirement: It should meet the requirement of 6.11.3 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B2.11.3.1 Switch and circuit breaker

Requirement: It should meet the requirement of 6.11.3.1 in GB4793.1-2007.
Test method: Check the quality using visual inspeetion.

B2.11.3.2 Appliance coupler and plug

Requirement: It should be meet the requirement of 6.11.3.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B3 Prevention of mechanical hazard

B3.1 Overview

Requirement: It should meet the requirement of 7.1 in GB4793.1-2007.
Test method: According to the method of 7.2-7.6 in GB4793.1-2007.

B3.2 Moving machine part

Requirement: It should meet the requirement of 7.2 in GB4793.1-2007.
Test method: Check the quality using visual inspection.

B3.3 Stability

Requirement: It should meet the requirement of 7.3 in GB4793.1-2007.
Test method: According to the method of 7.3 in GB4793.1-2007.

B3.4 Lift and handling deviee

Requirement: It should meet the requirement of 7.4 in GB4793.1-2007.
Test method: According to the method of 7.4 in GB4793.1-2007.

B3.5 Installation on the wall

Not applicable

B3.6 Expelled parts

Not applicable

B4 Resistanee to mechanical impact

Requirement: After the test is complete, the equipment should pass the voltage test
according to 6.8.4, and by visual inspection to verify:

—The dangerous charged components should not become accessible.
—There should not have any dangerous cracks on the shell.

—The clearance should not less than the allowable values, and the insulation of the
internal wire should not be damaged.

—The baffle should not be damaged or loose.

—Motion components cannot be exposed except those allowed in 7.2.
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- There should be no damage caused by the spread of flame.

Test method: According to the method of 8.1 and 8.2 in GB4793.1-2007.

B4.1The rigid test of the shell

B4.1.1 Static test

Requirement: It should meet the requirement of 8.1.1 in GB4793.1-2007.

Test method: According to the method of 8.1.1 in GB4793.1-2007.

B4.1.2 Dynamic test

Requirement: It should meet the requirement of 8.1.2 in GB4793.1-2007.

Test method: According to the method 0f8.1.2 in GB4793.1-2007.

B4.2 Drop test

Not applicable

B5 Prevent the spread of flame

Under normal conditions or a single fault conditions, the flame shall not be spread
to the outside of the equipment. Test whether it is qualified or not by at least one of
the following methods.

a) Do the test under a single fault condition which could lead to the spread of flame
to the equipment outside.

b) Check whether the flame can be controlled inside the device once a fire happens
according to the provisions in 9.2.

Test method: Verified by checking

B5.1 Eliminate or reduce ignition sources within the equipment

Not applicable

B5.2 Control the flame inside the equipment once a fire happens.

The equipment and its shell should meet the structure requirements in 9.2.1.

Test method: According to the method of 9.1 in GB4793.1-2007.

B5.3 Energy-limited circuits

Not applicable

B5.4 Requirements of the device containing or using flammable liquids

Not applicable

B5.5 Over current protection

Predetermine that the device powered by electric network source should be
protected by the using of fuse, circuit breaker, thermal circuit breaker and
Impedance limiting circuit. OCP device should also provide protection against
electric shock under fault conditions.

OCP device should not be installed in the protective wire. The fuse or single-pole
circuit breaker should not be installed in the middle wire of the multi-phase device.
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Test method: According to the method of 9.5 in GB4793.1-2007.

B5.5.1 Permanent connection device

Not applicable

B5.5.2 Other device

Requirement: The OOP (over current protection) device should be installed inside
the equipment if it is adopted.

Test method: Check the quality using visual inspection.

B6 Temperature limits and heat-resisting

B6.1 Surface temperature limit of burning prevention

Not applicable

B6.2 Winding temperature

Not applicable

B6.3 Measurement of other temperature

Requirement: At 40 degrees or maximum rated of the ambient temperature (if more
higher), the clearance and ereep age distance should meet the requirements of 6.7.
Test method: According to the method of 10.3 in GB4793.1-2007.

B6.4 Implementation of temperature test

Test method: According to the method of 10.4 in GB4793.1-2007.

B6.4.1 Temperature test of heating element

Not applicable

B6.4.2 Device designed for installation in the eabinet or on the wall

Not applicable

B6.5 Heat resistance

B6.5.1 Integrality of clearance and creep age distance

Requirement: It should meet the requirements of 10.5.1 in GB4793.1-2007.
Test method: According to the method of 10.5.1 in GB4793.1-2007.

B6.5.2 Non-metallic case

Requirement: It should meet the requirement of 10.5.2 in GB4793.1-2007.
Test method: According to the method of 10.5.2 in GB4793.1-2007.

B6.5.3 Insulation material

Requirement: It should meet the requirement of 10.5.3 in GB4793.1-2007.
Test method: According to the method of 10.5.3 in GB4793.1-2007.

B7 Prevention of liquid dangerous

B7.1 Overview

Requirement: It should meet the requirements of 11.1 in GB4793.1-2007.
Test method: Verified by checking
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B7.2 Cleaning

Requirement: It should meet the requirement of 11.1 in GB4793.1-2007.
Test method: Verified by ehecking

B7.3 Splashing

Requirement: It should meet the requirements of 11.2 in GB4793.1-2007.
Test method: Verified by cheeking

B7.4 Overflowing

Not applicable

B7.5 Battery electrolyte

Not applicable

B7.6 Special protective device

Not applicable

B7.7 Liquid pressure and leakage

Not applicable

B8 Protection from radiation (including the laser source), acoustic pressure and
ultrasonic pressure

Not applicable

B9 Protection from the release of the gases and substances, explosion and
implosion

Not applicable

B 10 Components and assemblies

B 10.1 Overview

If the security is involved, the component should be used according to the rated
value unless there has been made certain exceptions.

Test method: Check the quality using visual inspection.

B 10.2 Electric motor

B 10.2.1 Electric motor temperature

Not applicable

B 10.2.2 Series-excited motor

Not applicable

B 10.3 Over-temperature protection device

Not applicable

B 10.4 Fuse holder

Requirement: It should meet the requirement of 14.4 in GB4793.1-2007.
Test method: According to the method of 14.4 in GB4793.1-2007.

B 10.5 Selective device of power supply voltage
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Not applicable
B10.6 High sophistication component

Not applicable

B 10.7 Power transformer testing outside the device

Not applicable

B 10.8 Printed wiring board

Requirement: FV-1 (flammability rating GB/T 11020) or much better material
should be used.

Test method: According to the method of 14.8 in GB4793.1-2007.

B10.9 Electrical circuit and component used for transient overvoltage limiting
device

Not applicable

B 11 Protection with interlock device

Not applicable

B12 Hazards resulting from application

Not applicable
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1o Appendix C
Safety requirement, test method and inspection rule (according to the YY
0648-2008 standard)

QOApplication condition of the instrument

Application condition of the instrument

a) For indoor use.

b) Temperature: 10-30°C

¢) Humidity: No more than 85%

d) Power condition: The power fluctuation is no more than 10% of the standard

voltage

e) Overvoltage category: The transient overvoltage category Il

f) Pollution level: Grade Il

C1 Mark and file

Cl.1 Mark

Cl. 11 Overview

Requirement: The words and symbols marked on the outside should meet the

requirements of 5.1.1 (Table 1) in YY 0648-2008.

Test method: Check the quality using visual inspection.

C1.1.2 Mark

Requirement: It should meet the requirements of 5.1.2 in Y'Y 0648-2008.

Test method: Check the quality using visual inspection.

C 1.1.3 Transportation and storage

Requirement: It should meet the requirements of 5.1.101 in Y'Y 0648-2008.

Test method: Check the quality using visual inspection.

C1.2 Warning sign

Requirement: It should meet the requirements of 5.2 in Y'Y 0648-2008.
) Test method: Check the quality using visual inspection.

C1.3 Durability of the marks

Requirement: Marks required in 5.1.2-5.2 of Y'Y 0648-2008 should be permanently

attached and keep clear under the condition of normal use.

Test method: Check according to the method in 5.3 of YY 0648-2008.

Cl.4 File

Cl.4.1 Overview

Requirement: It should meet the requirements of 5.4.1 in YY 0648-2008.

Test method: Check the quality using visual inspection.

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



¢ 1.4.2 Transportation, installation and assembly instruction of the instrument
Requirement: It should meet the requirements of 5.4.3 in YY 0648-2008.
Test method: Check the quality using visual inspection.
C1.4.3 Operation of the instrument
Requirement: It should meet the requirements of5.4.4 in YY 0648-2008.
Test method: Check the quality using visual inspection.
Cl.4.4 Stop using of the device because of maintenance or handling
Requirement: It should meet the requirements 0f 5.4.101 in Y'Y 0648-2008.
Test method: Check the quality using visual inspection.
C1.4.5 Transportation and storage
Requirement: It should meet the requirements of 5.4.102 in YY 0648-2008.
Test method: Check the quality using visual inspection.
C2 Transportation and storage
Requirement: It should meet the requirement of 8.101 in Y'Y 0648-2008.
Test method: According to the method of 8.101 in YY 0648-2008.
C3 Protection for the release of the gas, explosion and implosion

Not applicable.
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Automated bacteriological system KOHOH3.® LABSTAR, design versions:

FOHOHa® LABSTAR 50, OHOHa® LABSTAR 100 with accessories meets the
requirements for emissions and noise immunity GB/T 18268.1-2010 and GB/T
18268.26-2010.

The user must ensure that the analyzer is used in a suitable electromagnetic
environment.

Use of other electrical equipment on or near the analyzer may cause
interference. Before using the analyzer for its intended purpose, you must verify
that the configuration described in this Guide is correct.

Do not use the analyzer near strong radiation sources (such as unshielded RF
sources) as this may interfere with normal operation of the device.

Automated bacteriological system IOHOHR® LABSTAR, design versions:

bnona® LABSTAR 50, 0HoHa® LABSTAR 100 with accessories designed

for use in basic electromagnetic environment as below.
Electromagnetic emission

Electromagnetic Confonuity Electromagnetic environment
emission test - instructions
Radio emission Group 1 Automated  bacteriological  system

FO HOHa® LABSTAR, design
versions: HOHOHa® LABSTAR 50,

FOHOHa® LABSTAR 100, with

accessories uses radio emission only to
perform its internal function. Thus, the
radio emission of the product is
extremely small and probably cannot
cause interference electronic equipment
located nearby.

Automated bacteriological  system

Radio emission Class A FOHOHa'~ LABSTAR design

versions: HOHOHa"™ LABSTAR 50,
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LS

IOHOHA" [LABSTAR 100. with

accessories suitable for use in all
locations except residential buildings
and buildings directly connected to the
distribution network supplying
residential buildings. When used in a
residential area, it may cause radio
interference. In such cases, the user

should take appropriate measures.

Harmonic currents

Class A

Voltage fluctuations
and flicker

Corresponds

Electromagnetic interference

Port Name of Standard Test parameter | Criterion of
electromagnetic EMC value quality of
interference functioning
Electrostatic GBT =4 KV
The port of discharge (ESD) 17626.2 (contact \
hull (IEC 61000- |discharge)
4-2)
+8 kV
(air discharge) A
Electromagnetic GB'T 3V m (80 MHz
field 17626.3 to 1 GHz)
(IEC 61000- 13V . m (1.4 \
4-3) GHz to 2 GHz)
3IV:m(2GHz
to 2.7 Gllz)
Industrial frequency [GB T 3IA  m (30 Hy)
electromagnetic 176264 \

field

1C 61000-
4-8
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Voltage sags GBI/T 0%, first half of

Port AC power 17626.11 the period A
(including (IEC 61000- 0%, 1 period A
protective earth 4-11)
ports) 70%, 25 periods A
Short-term power  GB/T 0%, 250 periods
supply voltage 17626.11 c
interruptions (IEC 61000-
4-11)
Nanosecond GB/T 1KV (5/50 NS, 5
impulse noise 17626.4 kHz) A
(IEC 61000-
4-4)
Microsecond pulses GB/T 1kV
of high energy 17626.5 Line-ground A
(IEC 61000-
4-5)
Conductive GB/T 3V (150 kHz to
interference 17626.6 80 MHz) A

induced by radio (1EC 61000-
frequency fields 4-6)

Criterion of quality of functioning A - the Equipment must continue to
function as intended during and after the test. Deterioration of performance or loss
of functions below the level of quality of operation provided in the technical
documentation of the manufacturer for the equipment when using the equipment

M for its intended purpose is not allowed.
Criterion of quality of functioning C - temporary loss of functions is allowed
provided that the function can be restored independently or during operation of

controls.
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List of applicable national and international standards to ensure the safety,
effectiveness and quality of the medical device

The medical device *“Automated bacteriological system FOHOH3.®

LABSTAR, design versions: OHOHa® LABSTAR 50, OHOHa® LABSTAR

100 with the accessories” corresponds to the national standards of the People's
Republic of China for the products:

. GB 4793.1-2007 '"Safety requirements for electrical equipment for
measurements, control and use in laboratories - Part 1. General requirements'";

. GB/T 14710-2009 "Environmental requirements and the method for
controlling medical electrical equipment™;

. YY 0466-2003 "Symbols of medical devices used for labels and
markings of medical devices or for the provision of information™;

. YY/T 0648-2008 'Safety requirements to electrical equipment for
measurement, control and use in laboratories - Part 2-101: Specific requirements to
medical devices used for in-vitro diagnostics (IVD)";

. YY/T0316-2008 "Medical devices. Application of risk management
for medical devices';

. YY/T 0656-2008 ""Automated Blood Culture System';

. GB/T 191-2008 "Packaging - Marking of transport cargoes';

. GB/T 25000.51-2010 "Requirements to software development and
quality, testing methods"'.

. GB/T 18268.26-2010 «Electrical equipment for measuremen, control
and laboratory use. EMC requirements. Part 26: Particular requirements. In vitro
diagnostic (IVD) medical equipment»;

. GB/T 18268.1-2010 «Electrical Equipment for Measurement, Control
and Laboratory Use - EMC Requirements - Part 1. General Requirements»;

. GB 4824-2013 (CISPR 11: 2003) «Industrial, scientific and medical
(ISM) radio-frequency equipment. Disturbance characteristics. Limits and methods
of measurement»;

. GB/T 17626.3-2016  «Electromagnetic compatibility- Testing and
measurement techniques- Radiated , radio-frequency , electromagnetic field
Immunity test»;
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. GB/T 17626.4-2018/IEC 61000-4-4:2012 «Electromagnetic
compatibility. Testing and measurement techniques. Electrical fast transient/burst
immunity test»;

. 17626.5-2008/IEC 61000-4-5:2005 «Electromagnetic compatibility.
Testing and measurement techniques. Surge immunity test»;

. GB/T 17626.6-2017  «Electromagnetic compatibility. Testing and
measurement techniques. Immunity to conducted disturbances, induced by radio-
frequency fields»;

. GB/T 17626.8-2006 «Electromagnetic compatibility (EMC). Part 8:
Testing and measurement techniques. Power frequency magnetic field immunity
test»;

. GB/T 17626.11-2008 «Electromagnetic compatibility. Testing and
measurement techniques. Voltage dips, short interruptions and voltage variations
Immunity tests».

The medical device “Automated bacteriological system HOHOHa®

LABSTAR, design versions: OHOHa® LABSTAR 50, OHOHa® LABSTAR
100 with the accessories” corresponds to the national standards of the Russian
Federation for the products:

. GOST R 50444-92 «Medical instruments, apparatus and equipment.
General specifications»;

. GOST 12.2.091-2012 (IEC 61010-1:2001) «Safety requirements for
electrical equipment for measurement, control and laboratory use. Part 1. General
requirements»;

. GOST IEC 61010-2-081-2013 «Safety requirements for electrical
equipment for measurement, control, and laboratory use. Part 2-081. Particular
requirements for automatic and semi-automatic laboratory equipment for analysis
and other purposes»;

. GOST IEC 61010-2-101-2013 «Safety requirements for electrical
equipment for measurement, control and laboratory use. Part 2-101: Particular
requirements for in vitro diagnostic (I'VD) medical equipmenty;

. GOST IEC 60825-1-2013 «Safety of laser products. Part 1
Equipment classification, requirements and user's guide»;
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. GOST R ISO 18113-1-2015 «In vitro diagnostic medical devices.
Information supplied by the manufacturer (labelling). Part 1. Terms, definitions
and general requirementsy;

o GOST R ISO 18113-3-2015 «In vitro diagnostic medical devices.
Information supplied by the manufacturer (labelling). Part 3. In vitro diagnostic
instruments for professional use»;

. GOST R EN 13612-2010 «Performance evaluation of in vitro
diagnostic medical devices»;

. GOST R IEC 62304-2013 «Medical devices. Software. Life cycle
processes»;

o GOST R ISO/IEC 12119-2000 «Information technology. Software
packages. Quality requirements and testing»;

o GOST R ISO/IEC 9126-93 «Information technology. Software
product evaluation. Quality characteristics and guidelines for their use»;

o GOST 28195-89 «Quality control of software systems. General
principlesy»;

. GOST R IEC 62366-2013 «Medical devices. Application of usability

N engineering to medical devices»;

o GOST R 56894-2016/GHTF/SGINO63:2011 «Summary technical
documentation for demonstrating conformity to the essential principles of safety
and performance of in vitro diagnostic medical devices»;

J GOST R IEC 61326-1-2014 «Electrical equipment for measurement,
control and laboratory use. EMC requirements. Part 1. General requirements»;

o SanPiN 2.1.7.2790-10 «Sanitary and epidemiological requirements for
the treatment of medical waste».
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CEPTUOHUKAT

/ToroTun: Kutalickuit KOMUTET COACHCTBHSA PA3BHTHIO MEKAYHAPOAHON TOPropm/

Kwuraifckuit KOMHTET COACHCTBHA PASRUTHIO MEXAYHApOAHOH TOProBTH sanserca Kuralickolt MexIyHapoaHo# TOprosodl namaTtoh
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TlepeBoa ¢ KUTAHCKOrO H AHIIHHCKOTO A3bIKOB Ha pycckuii A3bIK

/JloroTHn KOMUTETA/

Kuraiickuii KOMATET cofeHCTBHS Pa3BHTHIO MEKAYHAPOAHOH TOProBIH
Kutailickas MexxayHapoAHas TOpProsas najaTta

CEPTHOHKAT
/QR- xon/
Ne 193700B0/011934
&>

HACTOALLMM  CBHUAETEJILCTBYEM, YTO: nmewars  KoMmaHuH «CHHbBK?
BUOJIOIDKUKAJ TEKHOJIODKH KO., ITA.» (SCENKER BIOLOGICAL TECHNOLOGY
CO., LTD.) B npiiaraeMoM JOKyMEHTE ABIAETCA TOLMHHON.

» /MAeHTHYHED TEKCT Ha BHMTHHCKOM S3bIKE/
/Tuchenas nevats; Cepraduxanus *
Kutalickuit KOMHTET COACACTBHA Pa3BATHIO
MEKAYHApOXHOH ToproBu/

- Kuraiickuii KOMHTET COICHCTRHSA

Pa3sBHTHIO MEXIYHADPOAHOIH TOProBIn
/Tleuars: Cepraduxanus *
Kurtalickuii KOMUTET COACHCTBAR PA3BUTHIO
MEKIYHAPOAHOH TOProBITH/

Toan¥ch YNOAHOMOHEHHOrO NHa: /noanncs/
Llao ¥OuB13E
Iara: 23 cextabpa 2019 1.
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¢ SCENKER YT

SCENKER Biological Technology
Co., Ltd.

Lly# M3/3aKOHHBII

npeactasuTens /IMognunce/

«12» ceHTAOps 2019 .

/MevaTb: «CUNHBKDS Bronompkmnkan TeKHON0MKN
Ko., Jfrg»
(SCENKER Biological Technology Co., Ltd.)/

AHanmsaTop 6akTepuosiormyeckmii asTomatndeckmnii KOHOHB® LABSTAR 100

C NMpUHagNeXXHoOCTAMU

PYKOBOACTBO no IKCINIYATATu®
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TTepesox C XHTACKOTO H aHITTHIICKOTO A3LIKOB Ha PYCCKHIl A3BIK

IIpeaucirosue

Braroaapum Bac 3a npuoOpereHue AHaau3atopa 0aKrepHoNoTHYECKHiA
apromarnueckoro LABSTAR 100.

Ananuzatop GaKkTEpHOJOrHYECKUH asroMaTiueckuii LABSTAR 100
ofecrieunBacT OHICTPBU POCT MMKDOODraHW3MOB W MpejHasHauen 4
KYIETHBHPOBAHNA ¥ OOHApYXEHWS NATOTEHHEIX KyJIBTYp B KpoBH H APYTHX,
OOBIYHO CTEPHILHBIX, (H3UOAOTHYECKUX HKHIKOCTAX. AHanu3aTtop IO3BOJISCT
GHICTPO M TOYHO ONPEACAATH HAIMMUE MATOTEHHBIX MUKPOOPTaHU3IMOB B KPOBK
HalMEHTOB ¢ cenchcoy, Gakrepuemueit u T.n. Kpome Toro, AaHHoE YCTPOHCTBO
MOMHO MCHONB30BaTh JIS BLIABIEHHA NTATONCHHBIX MHKPOOPraHA3IMOB B o6rruHo
CTEPMJISHBIX TIONOCTAX OpraHM3Ma [alHCHTOR (monocth FPyAHOH KIETKH,
GpromHas  NONOCTH, CYCTAaBHBIC INCAH, MOI0CTh OKOJIOCEPACHHOH CYMKH,
CORHHOMO3rOBAs MO0CTh U T.A.), YTO NMO3BOAALT OBICTPO MOCTABHTE KIHHIHECKUIH
JMArHO3 ¥ Ha3HaTWTh HPHEKTUBHEIN KYPC TEUCHUSA.

B 1anHOM pYKOBOICTBE COAEpXKuTCA MHOpMaIms, HeoOXxoauMas 1A
JKCITyaTauMy ¥ TEXHHUECKOro oGCayxKuBaHus ycrpoiiersa. CTporo coGmonafire
NpHBEJCHHEIC B PYKOBOACTBE YKA3aHUS. TO MO3BOIUT NPOMTHTE CPOK CIIYXKOBI
yCTpoicTBa.

B KOMILIEKT IOCTABKH AHAAM3ATOpa BXOAHT CETEBOH WIHYp THTaHAA,
obecmeuuBAIOMMA  GE30MAcCHYI0  IKCTINydTauWlo ¥ HaIeXHOE  3a3EMNCHHUC
ycTpoiictBa, CneauTe 3a TEM, yToGB! JaHHBI ceTeBoi UIHYp OBl HANPAMYIO
NONKMOMEH K  TpeXxda3sHoi SNEKTPHUECKOR  pO3eTKE ¢ 3¢ PEeKTHBHBIM
3a3eMJIEHUEM. DTO rapaiTHpyeT Oe30MacHy 0 IKCTUTYaTalHIo YCTpOCTBA.

) 2 AHatuzatop pEKOMEHAOBaH JNd  ACNOIL30BAHMA B naGopaTopHH,
oTBevaromlieii TpeGOBaHUAM YPOBHS 2 Guororuyeckoli GesomacHocTH. B Xoxe
SKCILIyaTaumu yctpolictea HeobXOQMMO  TIPHHHMATD Mepsl  OMO3aIIUTHI.
Wcnomb3oBaHHele  QIakoHW  Mepel yTWIK3AUMEH TOWIEKaT CTCPHIN3ALNH
ABTOKNABMPOBAHMEM HAM 00233apaXnBaIOTCA ¢ HCTIONB3OBAHUEM JPYTHX METOJOB,

YCTAHOBTEHHBIX MECTHBIMU HOPMAMH Y MPABHIAMHA.
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Mepesoa ¢ KHTARCKXOro W aHrMUIICKOrO $3LKOB Ha PYCCKRil AIBIK

AHanu3aTop He COAEPKHT JAeTaleil. Koropble TpeOyloT 3aMeHkl
NONb30BATEIEM Ha MecTe Jkcruiyatauuu., He pasbupaiite kopmyc ycTpo#cTsa
CaAMOCTOATE IhHO.

[Mpexkae 4eM NPUCTYNMMTh K 3KCIUTYaTallAW YCTpOHCTBA, PeKOMCHAYETCA
BHUMATETHHO O3HAKOMUTECS ¢ JJAHHRIM PYKOBOJACTBOM. B clyuae BO3HHKHOBEHUS
Kaknx-1160 npofneM B XoA€ IKCIUIyaTaulHy yCTPOHCTBA WITH NIpH HEOOXOANMOCTH
TEXHUYECKOH  KOHCyIbTauMH  npockba  ofpaliaTbes  wHanpsMylo K
YO THOMOYCHHOMY NPEJCTABHTENIO NpousBoanTeis B Poccuiickoit @epepanuy.

Ha peinke PD w3ngenue Gyaer obpamarecs ¢ HCNOAL30BaHUEM TOBApHOTO
3naka FOHOHA®,

JlaHHBIC HA H3JCTRE:

JInuen3sus na npoussoactso Ne: L.S.Y.J.X.S.C.X. Ne 20110052

Jlata u3rotosneHus: ykazana Ha QUpMEHHOI TabnuuKe.

Ctanpapr Ha uzaenue: YZB/ LU 0278-2012 ot 01 denpans 2014 .
wh JHara nepsonavaabHoro Betrycka Pykosoactsa: 01 ¢pespais 2014 1.

Jlata mepecmorpa: 01 aekabps 2014 r.
Bepcus PyxoBoacTsa 1t peructpauuy B Poccriickoft eaepauun:

v.2 0T 12 centabps 2019 .

Kommnanus Scenker Biological Technology Co., Ltd.
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TMepesoa ¢ KHTANCKOro W aHFTMICKONO A3BIKOB HA PyCCKUA A3BIK

Ornasnenne
1 WadopMauns 0 MEARLIAHCKOM UBACTHU ..covcsrummimerimmnranmsarses . vowens

1.1 HauMeHOBAHUE METHLHHCKOND MAACIAHA covrecrmrisrmmimmanisassiasin .- .- 7
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[TepeBon ¢ KATAHCKOrO M aHITHICKOTO A3LIKOB Ha PYCCKUH A3LIK

HudopManysa 0 MCAULMHCKOM H3RETHH

1.1 HauMeHOBanKe MeIHIIMHCKOrO H3AEIHA
LT ®
«Ananuzatrop  OakTepHonorudeckwit  asroMarmyeckudi  FOHOHA

LABSTAR 100 ¢ npusajnexHOCTAMI» (anee No TeKCTY — aHAIHN3aTop).

1.2 CeepeHns O IPOM3BOAMTENE MEAHLIMHCKOTO M3AEIHs

SCENKER Biological Technology Co., Ltd., East End of Weier Road,
Fenghuang Industrial Park, Liaocheng, Shandong Province, China, 252000,
tel. (86) 800-860-8018

(«CUHBKD Buonomxukan TexHonomxu Ko., JIta.», BocToyHasa cTopoHa
Baiiep Poya, nmpombininenHaa 3oHa ®snxyaH, Jlsousn, nposunuus IllansxayH,
Kuraii, 252000, Ten. (86) 800-860-3018).

1.3 Ceeaenus 00 yNOJIHOMOUYEHHOM MpPEACTABUTENE METULIHHCKOTO H3AENIUs

ITo BonpocaM KadecTBa U OOCTyXKMBaAaHMS MEJULMHCKOrO W3ACIHA

«Ananusarop OakTepHONOrHYecKHi aBTOMaTHYECKHi IOHOHAQ® LABSTAR,

BapHaHThl UCITOMHEHHA: OHOHA® LABSTAR 50, FOHOHA® LABSTAR 100 ¢

NpUHAUIEXKHOCTAMMY, npou3BoacTBa SCENKER Biological Technology Co., Ltd.,
Kuraii (per. ymoctoeepenne B P® Ne ), obpaumiatecsi K yYHOJAHOMOYEHHOMY
npeacrasuTens rnpoussoaurena B Poccuiickoit Genepanmu:
OO61ecTBO ¢ OrpaHHYEHHOH OTBETCTBEHHOCTRIO « TpHonpomrpedia» (OO0
«TpuonpoMTpeiia»),
P®, 620028, Ceepanosckas o6, . Exarepun6ypr, yin. Kuposa, a. 28 /
¥ Tonenora, x. 43., Ten.: +7 (343) 270-75-00, ®akc: +7 (343) 246-91-56.

E-mail: info.triopromtrade@mail.ru

2 Onucanue u pabota

2.1 KpaTkue cBeieHHA 0 MEOULIMHCKOM H3JIe/IHH
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2.1.1 Ha3HauyeHue MeANLWUHCKOTO n3genus, YCTaHOB/IEHHOE
npon3soanTeNnem

AHanusatop npegHasHayeH A1  KY/IbTUBMPOBaHUA U 0BHapyXeHus
NMaToreHHbIX MUKPOOPraHM3MOB B KPOBW U APYTMX CTEPUJIbHbIX 6MONOrMYECKNUX
XUOKOCTAX OpraHnu3ma yenoseka plyopecLeHTHbIM METOA0M

2.1.2 O6nactb NPUMEHEHMA U NOTeHLMabHble NOTPeOGUTENN MeAULUHCKOIO

nsgenns
MpuUMeHsieTcs B MeAULMUHCKUX YUPEXAEHUNAX, KNMHWUKO-AMAarHOCTUUYEeCKMX

ueHTpax. lonb3oBatenamm ABNAKTCA KBa]'II/Id)I/ILl,I/IDOBaHHbIe I'IpO(*)eCCI/IOHafIbeIe
MeANLUUNHCKNE pa60THl/IKI/I, 3aHATbIE B TPOBEAEHUN MVIKpO6I/IOﬂOI'VI'4€CKVIX

nccneaoBaHuU.

2.1.3 lNokKa3aHua K NpUMEHEHUI0

Tonbko gns in vitro AnarHOCTUKU. HeobX0oAMMOCTb KY/IbTUBUPOBAHUA W
BbISIB/IEHUS MATOreHHbIX MUKPOOPraHM3MoB B 06pasLax KpoBu U ApYrux B HOpMe
CTEPUNbHBIX OGUOMOTMYECKUX XXUAKOCTAX OpraHu3ma 4esioBeka npu npoBefeHUn
MUKPOOMOMOrMYECKUX WUCCNeA0BaHUI C LEeNblo MNOAAEPXKN AMarHOCTUKU Mpu
MOAO3PEHUN WU KIVUHUYECKM YCTaHOB/IEHHOW WHMeKLUM KpPOBOTOKA /M60
NOKanbHOro FHOMHO-BOCNANNTENIbHOTO npouecca c NCNONb30BaHMEM
cneumnanbHbIX (NakoHOB C nuTatenbHoOW cpegor npomssoactea SCENKER

Biological Technology Co., Ltd. (per. yaoctoBepeHue B P® No );
. Cpepa nutaTtenbHas Ans KynbTuBupoBaHus aspob6os KOHOHa Bo

(hnakoHe (LBET 3TUKETKN U CbEMHOIN KPbIWKN - KPaCHbIM, YCNOBHOE 0603HaYeHMe
*) —CTaHfapTHasa nuTaTenbHaa cpeja npejgHasHavyeHa A/1a B3pOC/bIX MauMeHTOB,
He NMPUHMUMABLLUNX aHTUONOTUKK, 06beM Guonornyeckoro obpasya ot 5 mn go 10
Mn);

. Cpepa nuTaTeflbHas C  HeilTpanusatopamum aHTMOUMOTUKOB [N
KynbTuBMpoBaHus aspo6os KHOHOHa® Bo (nakoHe (LBET 3TUKETKM WU CLEMHOWA

KPbILWKWN - CUHWIA, yCNOoBHOe 0603HaYeHne *) - nuTaTeNbHas cpea npejHasHaveHa
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[/ B3poC/bIX NAUUEHTOB, NPUHUMABLLIMX aHTUOGUOTUKM, 06BEM BUONOTMUYECKOTO
o6pasua ot 5 M1 40 10 Mn);

. Cpefa nuTaTenbHaa C  HeWTpanuMsatopamMum aHTMOUOTUKOB  ANA
KynbTuBMpoBaHuUs aHaspob6os KOHOH3.® Bo hnakoHe (LBET 3TUKETKN M CbEMHOIWA

KPbILWKK - XXeNTo-OpaHXeBblld, YCNOBHOe 0003HayeHWe ) - NuTaTeNibHasd cpefa
npefHasHayeHa AN B3POC/bIX MaLWEeHTOB, MPUHMMABLUMX aHTUOMOTUKU, 0OBEM
6ronorunyeckoro obpasua ot 2 ma go 10 mn);

. Cpepna nutatenbHaa Ans [AeTeil ¢ HEWTpanu3aTopamMum aHTUONOTMKOB
AN KynbTuBMpoBaHus aspobos HOHOH3® Bo (nakoHe (UBET 3TUKETKN W

CbEMHOM KpPbILWKK - PO30BbIA, YC/IOBHOE 0003HauYeHWe ) —nuTaTeNbHas cpeaa
npegHasHayeHa An1a aetein, 06beM 6mMonormyeckoro obpasua ot 2 ma go 10 mn).
2.1.4. lNpoTuBONOKa3aHUA:
He ncnonb3oBatb aHann3aTop ¢ pakoHaMun Apyrux npou3BoanTenei.
He wucnonb3oBaTb aHanusatop Ans  Uenei, He nNpeayCcMOTPEHHbIX

MPon3BoaNTENEM.

2.1.5. MpepynpexaeHuns

MepBUYHLIA  MOHTaX  aHanu3aTopa [O/DKEH  OCYLLECTBNATHCS
cneyunanncTom, HanpaBfieHHbIM AN 3TOW  UennM  YNOSHOMOYEHHbIM
npeacTaBuTenemM npomnssoanTens B Poccuiickon depepaunn.

Mpexae 4Yem MpUCTYNUTL K paboTe C aHanmM3atopoMm, Heob6XxoAnMmOo
03HaKOMUTbCA C PyKOBOACTBOM MO JKcnayaTaumm gns obecneyveHuns 6e3onacHoi

M apheKTUBHOM paboTbl 060pyL0BaHNS.

2.1.6. Knacc pucka v npuMeHUMble KnaccugmKauMoHHbIe NpaBua

Knacc noTeHuManbHOro pucka MNPUMEHEHUA MeAULUHCKOro u3genvs B
COOTBETCTBMU C HOMEHKNATYPHON Knaccuukaumen MeUUUHCKMX n3gennin —2a
(n. 9.6 npukasa MuH3gpasa Poccun oT 06.06.2012 r. Ne 4H).

CornacHo [AupektnBe «O MEAMUMHCKUX  WU3LENUAX», BblMyLEHHOW

Kutancknm ynpaBaeHNemM Mo KOHTPOAK 3a MEAUUMHCKUMW WU3JeNNAMUN U
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IMepeBon ¢ KHTAACKOTO M AHIMIHHCKOTO S3LIKOB HA PYCCKHA A3BIK

nexkapcteaMu B 2002 roxy, M3dende KHNacCHQUUMPOBAHO KaK «KNHHMYECKOS
obopyzioBaHMe I TECTHPOBAHWA H aHammusa 6840» M OTHOCHTCA KO BTOPOMY

KJaccy MeOHLMHCKHX H3OEIHM.

2.2 TexHHYeCKoe OTIHCaHHe, TapaMeTpbl U XapaKTePUCTHKH MEAUUMHCKOTO

A3JeNna

2.2.1 Onucanne

JaHHBIN aHANK3aTOP NpPEACTaBISET cO0OH ABTOMATHYECKYIO CHCTEMY A
HETPEePHIBHOTO KyJIbTUBHPOBAHUA U aHAMM3a. B OCHOBHOM MOZYNE aHanMsaTopa
Ge3 BMeIATeNbCTBA IEPCOHANA NPOHCXOAMT MWHKyOamis (akoHOB C HX
OJHOBPEMEHHBIM [OKaYMBAHHEM MU CTHMYJALMH DOCTA H MOHHTOPHHIOM
M3MEHEHHS CBe4CHHA.

B auamu3aTope HCHONB3YeTcA (ITyOpecLeHTHBIH MeTon OGHapyXeHHA
MHKDOODTaHH3MOB. B anume (IakoHOB NPEAYCMATPUBAETCA ONTHYECKHI
UYBCTBHTE/HBIH 3eMEHT (MONHMMEpHBIH CEHCOp), KOTOpBIH HOA AeHCTBHEM

¥  InpoAyKToB MeraGonusMa GakTepuil HAYHHACT CBETHTLCA, PHUEM C YBEIHICHHEM
KONMYEeCTBA GaKTepHil MHTEHCHBHOCTb CBEYEHHS BO3pacTaer. B 3aBHCHMOCTH OT
XapaKTepa H3MEHEHHS CBeYEeHHA CHUCTeMa OnpelesiieT HalMuHe pocTa
MHKpPOOPTraHH3MOB.

AHamuzaTop ofecredynBaeT GBICTpOe H TOYHOE OOHApY)KeHWe MAaTOTeHHBIX
MEKPOOpraHH3MOB B 00pa3lax KpOBH MNALHEHTOB C cencucoM, GaxrepHemueit
n 1.. KpoMe Toro, AaHHOe M3eare MOKET ObITh MCTIONb30BAHO JUIS BHLABICHH
NaTOreHHbIX MHKPOOPraHHW3MOB B APYTMX aceNTHYECKHX XKHAKOCTAX OpraHu3Ma

¥  ueloBeKa, YTO NO3BOJNAET GBLICTPO MOCTABHTH KIMHHYECKMA AMArH03 U Ha3HAYUTE
3¢ deKTHBHEIH KypC Ne4CHHA.

AHanM3aTOpEl pacCYMTaHbl Ha paboTy TOMBKO CO CIEIHANLHBLIMH
dnakoHaMu, CcOAepXAUMMHM  HeoOXONWMBIE pEeareHTHl Ui  BHIABICHHSA
MHKpOOPTraHM3MOB B o0pasiie.

CucTeMa 0GpabaTeiBaeT CHMrHal, NOJMYYEHHBIH OT JaTIuMKoB Kaxasie 10

MHHYT. [IpA BLIABICHHH TIONOXUTENBHBIX IPO6 cpabaThiBaeT BU3yanbHas CHCTEMA
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TlepeBoa ¢ KHTAACKOTO H aHTIMHCKOTO A36IKOB HA PYCCKHA A3BIK

ONOBEIIEHHS Ha MOHHTOpE. bonee 90% nonoxuTenbHLIX Npod 0OHapyKHBalOTCH B
TeueHue 24 4acos.
Ilpy OTCYTCTBHH pOCTa B TEYECHHH YCTAZHOBJIEHHOIO MAKCHMANLHOIO
BPEMEHH KyNbTHBHPOBaHHMA, CHCTEMa BBHIZAST OTPHUATENBHBIH Ppe3yNbTar
BU3yaTbHEIM c¢nocoGoM onmosemenus. Ilocne yero (prakoHB MOXHO W3BNEYb M3
npubopa.
Tak kak cHcremMa paboTaeT ¢ KaxIbiM (pnakoHOM MHAUBHIYAILHO,
MCCIIEAOBaHHE HOBBIX 06pa3L0B MOXHO HaYMHATh B MOOOH MOMEHT.
> Jns yaobersa paboTaI ¢ JaHHBIMM HMEETCH CKaHep MITPHX-KOAA.
CucTeMa 061a18€T CIEAYIOIIUMY GYHKIUAMH:
o (DyHKIHUA NOACKA3KY B CITyHae HeNPaBUIIbHOMH yCTAHOBKH drakoHa.
o OyHKUEA  ABTOMATHYECKOTO  OOHapyXeHHA M  KamubGpoBKH
00HApyKEHHOTO TONOXeHWd (IIaKOHA, 8&BTOMATHYECKHE KOHTPONb
KauecTBa.
e KomnsioTepHBit HHTep(elc aHamu3aTopa MO3BONACT BHIBOAMTE Ha
SkpaH B IpadudeckoM Bufe HMHGOPMAIMIO O TONOXKEHHH QIAKOHOB B
CHCTEME H YCIOBHAX HHKYOALUH.
e IlpemycmarpuBaeTcs BO3MOXHOCTE COCTABICHMS CTATHCTHYECKHX
OTYETOB 00 UCCICAOBAHHAX B 1000 MOMEHT BPEMEHH.

CucTema mpocTa B 06C/ Ty KHBAHHH M HaZIEXHA B IKCILTyaTalWy.

2.2.2 Coctas MeAHLIMHCKOrO H3AeNnnd, nepeueHb HCIOTHEHHHA
B coctaB aHanu3aTopa KOHOHA® LABSTAR 100 Bxoxsat (puc. 1):

. OCHOBHON MOAYIIb;

L LIHYp MHTaHUA CETEBOH OCHOBHOTO MOIYJIA,

. KOMILIOTED ¢ MpeAyCTAHOBIEHHBIM MPOrpaMMHEIM 0becreueHHEM ;
° Kalens KOMMYHHKAIIHOHHBIH;

. LIHYp [IHTAHHA CETEBOA KOMIBIOTEPA,

° YCTPOHCTBO CUMTHIBAHMS IITPHUX-KOAOB (NPH HEOOXOAUMOCTH).
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TlepeBon ¢ KUTAHCKOro ¥ aHITHHCKOID AIBIKOR HA PYCCKHIA A3BIK

2.2.3 TlepeveHb NpHHALIEKHOCTEH

[IpUHALNEXHOCTH, KOTOPHIE MPEXYCMOTPEHb! VIS pabOTEI C aHANU3ATOPOM:
. MOHUTOP CO INHYPOM ITHTaHHA;

. KJ1aBHaTypa;

e MAHMNYJIATOP THNA «MEINIEY;

) KaOenp CUrHANBHEIN;

Puc. 1 — Ananusamop 6axmepuosozuvecull Gemomamuieckuil IOHOHa® LABSTAR 100 ¢
NPUHAOREICHOCTAMU
1 — ocHo6HOi MOOYAY, 2 — KOMNBIOMED, 3 — MOKUMOD, 4 — KAGEUAMYPG, 5 — Mbilitb, 6 — cxanep,
7 — unouxamop numanvs, 8 — unduramop memnepamypel, 9 ~ npozpammioe obecnederue
2.2.4 Ofiee onucaHNHe OCHOBHEIX (JyHKLMOHANBHBIX JNMEMEHTOB, 4acTel,

COCTaB, PYHKIMOHATbHBIE BO3MOXHOCTH

2.2.4.1 OcHOBHO# MOJYJIb
> OCHOBHOM MOAYJIb @aHANH3aTOPa COCTOUT U3:
. OBOPOTHON KOHCTPYKLHH C suelikamu s drakoHoB,
. 3JIEKTPHYECKOro NPHUBO/A,
L (oTOIeKTpHIECKOH CHCTEMBI 0OHAPYKEHHS,
o CHCTEMBI KOHTpOJA TCMIEPATYPHl,
. INIaBHOH MNaThl ynpaBieHH.
Anamuzarop LABSTAR 100 wumeer KOHCTPYKUMIO KpoOHINTefiHa,

COCTOALIEN0 H3 NATH PAAOB NMOBOPOTHBEIX IO THITY KavalIKH paM, KaoK JBIH PaA
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nmeeT no 20 sueek Ans (hnakoHoB. PadMep KpoOHLWITeWHa - (475x545x76)=bl MM,
AnameTp fyeriku ana nakoHos - 36,5 (+0.1-0.3) mMM. Kaxpjas ayeilka cBs3aHa C
BbICOKOYYBCTBUTE/bHLIM (D/IyOPECLEeHTHbIM fJaTymkoM. O6uwasd BMecTUMOCTb —
100 ¢nakoHoB. Aueikn npoHymepoBaHbl OT 1 go 100: 001-100. Limkn paboThl

aHanmsatopa (PeXXUM CKaHMPOBaHMS) NPOUCXOANT Kaxkable 10 MUHYT.

Puc. 2 —KpoHW TeiH ¢ NOBOPOTHbLIMYK pagamun aHanuzaTopa LABSTAR 100

Ha ocHOBe curHana, MONYYEHHOro OT JaTUYMKOB, aHaNUTUYecKuii 610K
CUCTEMHOr0 KOMMblOTEpa CO34aeT KPMBYH pPOCTa, BWUA KOTOPOW MNO3BONSET
cflenatb BbIBOA O HanMuuMuM WU OTCYTCTBUM MaTOTEHHbIX MUKPOOPraHU3MOB B

flaHHOM 06pasLe.

OO0 0 O
OO O0OOO>@0O0
TOO00OO00 00
loNe XYoo o Xe Yo Yo Yo o)
oo Yo koY= Yo YoXeRoNe)
OO0 § OO0 0
o N Yo XeXeRe Yo e Xo Ne)
HeYoXoXe Yo X ReXeKe)
el XeXo X Xe Yo ke X Ne)
OO0 000000

Puc. 3 - TnaBHbIl UHTepdeiic

ONneKTpuUYeckuidi npuBog - 3TO yMNpaBnsemas 31eKTpoMexaHu4eckas
cucTema, npegHasHauyeHHass Ana npeobpa3oBaHUs 3NEeKTPUUECKOW 3SHeprun B
MeXaHWYeCKyto 1 06paTHO M ynpaBneHus 3TUM MPOLLECCOM.
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Puc. 4 - MoTop-pefyKTOp

Cucrtema COCTOMT M3 MOTOP-pefyKTopa - y3na, COBMeLaroLwero pyHKUnn
pefyKTOpa W 3nekTpoasuratens. B KauyecTBe anekTpoaBuratens MpuMeHseTcs
NATU(A3HbIA WaroBblil ABUraTe/lb KOMOGMHMPOBAHHOIO TUMNA C PeAyKTOPOM Cepum
AK-GB, npounssoautenb Antonies Corporation, Kopes

MpuBog npepHasHayeH [NA  KOHTPONS HaL LIaroBbiM  ABUrartesiem.
Wcnonb3yetca npmBog mogenn  MD5-HF14, npoussoautens  Autonics

Corporation, Kopes

Puc. 5 - Mpusog
MpuBoA B CBOK O4Yepenb MOJyyaeT KOMaHbl OT CUCTEM yrpaBieHusa 6onee
BbICOKOr0 Knacca - KoHTponnepa cepun PMC, npoussogutens Autonics
Corporation, Kopes
doT03N1eKTPNYECKAA CUCTEMA OOHAPYXXEHNUA — 3TO O/I0K AETEKTUPOBaHNA,
COCTOSALLMIA U3 KOMIMNEKTa AaTUMKOB.

Puc. 6 - doToOo3feKTpuyeckasa cuctema o6Hapy>KeHuUn
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Tlepesoa ¢ KHTAHCKOTO ¥ SHIIMACKOTO A3HIKOB HA PYCCKMH A3BIK

JlaT4MK COCTOHT W3 4 TeHepHpYIOIuX TpyGoK H 1 d¢oroanemenTa-
npueMHMKa. B KayecTBe HCTOUHMKA HCMONB3YIOTCS YCTHIpE CHMMETPUIHO
pacnoNoXKeHHBX  KPacHBIX  CBETONHOIA. MDOTONEKTPUHECKHHA  3JIEMEHT
pasMeIIaeTcs TOYHO B LEHTpE IO OTHOMICHHIO K OCAM CHMMETPHM HETHPEX
reHepupyIOIMX TpyGOK, 4TO MO3BOASET O0OECHeuUTh Gomee paBHOMEpHOE
cBeTompomyckaHue. CBeT, OTPRXCHHBIH OT AHA ¢nakoHa, NONaNacT Ha
QoTOIIEMEHT-IPHEMHHK, TA€ MPOHCXOIHT npeoGpa3oBaHHe  ONTHYECKHX
CHTHAIOB B JMEKTpHYECKHe. DTH CHTHANEL, B CBOIO OYepelb, HPOXOAAT HCPe3

N GuokM YCHIEHHA M MpeoOpa3’oBaHKs AHATOrOBOro CHrHAalA B JAUCKPETHBIH.
JIucKpeTHBe CHTHATE 00pabarsiBaloTCA B AHAIMTHYICCKOM ONOKe CHCTEMHOTO

KoMIIbIOTepa. JlTuHa BONHE AeTexTopa: 630-650HM

*
Puc.7 — Hpunyun 0OHAPYIHCERUR C UCRONbICBANUEM CUCIMEMBI
1-nepedaiowas mpyba, 2-nonumepHbiil CEHCOP, 3-ghaaxon ¢ numamenvroi cpeoo,
d-ompancaowuiics ceem, S-RPUHUMAIOWaR mpybxa.
CucreMa KOHTPOJIE TeMOepaTyphl — 3TO CHCTEMa, KOTOpas obecne4ynBaeT
- NOCTOSHHYIO TEMNIEPATYPy BHYTPH aHANH3ATOpA, HeoOXOAUMYIO IS TIPaBHILHOIO

KyNbTHBHpOBaHKA, CHCTEMA COCTOHMT M3 HArpeBaTelld, BEHTWIATOPa OXNAXNCHHUA,
JaTUMKa TeMIEpaTyphi H peryiupyiomero yctpoicrsa. JariuKk TeMIepaTypel
nepefiaeT TEKyllee 3HAYCHWE TEMINEPaTyphl Ha PEryInpylomee ycTpo#cTBO,
KOTOpOe Ha OCHOBAHMH MOJYYEHHOH HHGbOpMAlHH BbipaGaTeIBaET YNpaBromee
Bo3geiicTBue. Jlanee CHrHAN NOCTYMaeT HA HCHONHHTCIABHOS YCTpOHCTBO, 321843
KOTOPOTO BHINOJHATh TakHe QYHKUAH, 4TOOH NOAACPXKUBATL NOCTOAHHYIO

TemmepaTypy Ha HyXHOM YypoBHe. B Tom caydae, eciH TeMIeparypa
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TMepeBoa ¢ KMTAHCKOro H AHTTTMACKOrO 3LIKOB HA PYCCKMIf A36IK

KyJIbTHMBHPOBAHHS BEIXOAMT 33 PAMKH JOIYCTHMOIO IHANA30Ha, TOZAaeTCA CUTHAT
Ha KOHTPOJIIEPS! INIABHOH ILIATH YNPABICHUA.
[MaBHas TiaTa ynpasleHHA — 3TO IUIaTa, KOTOpas BKIIOYAeT B cels maHenn

KOHTpOJS NMTAHKS ¥ KOHTPOJNIEPH! [IPHEMA CHTHAJIOB.

|
Puc. 8 - INagnan naama ynpaenenui
\ 2
Puc. 9 - Mpunyunuaibias cxema pabomnl aarusamopa LABSTAR 100
2.2.4.2 lllHyp nHTaHHs CETEBOH OCHOBHOTO MOAYJIS
v Iluyp nuTaHMs CeTeBOH MpefHAsHaYeH A NOAKIIOYEHHT OCHOBHOTO

MOJIYJIf K CETH.
O6nagaeT cleAyIOIEMH TEXHHYECKHMH XapaKTepUCTHKAMM:
Kuraiickuit cranaapt: CPCS-CCC
Monens:PSB-10/ST3
Pa3zsem THNA I, TpH IUIOCKUX KOHTAKTa
MakcHMansHad JoNycTHMad Harpyska: 10A/250B
JAnuna, He MeHee: 1 M
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IlepeBon ¢ KWTAMCKOTO U AHMHACKOTO A3BIKOB HA PYCCKHH A3BIK

Puc. 10 - ILinyp numanus cemeeolt OCHOGHO20 MOOYIR

2.2.4.3 KOMIbIOTEP ¢ NpeLyCTAHOBICHHBIM MPOTPaMMHBIM 0GecTIceHHEM.

v a. KoMmnpiorep o6nanaeT clenyioMHUMy XapaKTCPHCTUKAMH,
yxa3aHHHMH B Tabmuue 1
Tabnuua 1. XapakTepucTHKH KOMIBIOTEPA
Texnuueckue XxapakKTepHCTHKH LABSTAR 100
Onepauponnas cacrema (OC) Microsoft Windows Professional10
Homep nunensuu Ha OC 68536414
THII TIPOLIECCOPA IntelX Celeron” G1840
¥ KOJIMYECTBO AAEP 2
MaKCHMaJIbHas TaKToBad 4acToTa 2.8Tu
Kani-namsrs 2M6
Coker LGA 1150
Tun DDR3
o6peM 2.00I'6
MaKCHMalIbHas oneparyBHas 416
NaMAThb
4acToTa 1333MI'n
XKectxuii nuck (HDD) 500T
w Buaeokapra Intel GMA HD 4000
3BYK HHTETPUPOBaHHEIA
MomocTs 6/10Ka MHTaHUA AC220-240V >200W
THT/KOJIMYECTBO USB 2.0 tvn A/4,
USB 3.0 un All-WOQ/1, PS/2/2, RS232, RJ45,
VGA
Tun quckoBoza DVD
ITporpammHoe obecrieueHue INpeaycranosnensoe, LABSTAR 100,
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TlepeBoX ¢ KMTAHCKOO ¥ AHMIHACKOrD A3BIKOB Ha PyCCKHIt A3bIK

Bepchs 3.0, cepTHUKAT perHCTpallHH
aBTopckuX npas Ne RZDZ 0543399

I'abGapwrHBIi pasMep, MM 155x400x370

6. IIporpaMmHoe obecrevueHne
[IpenycTaHOBIEHHOE Ha KOMIBIOTEpe MpOrpaMMHoe obecmeueHue (I10)
SBIAETCS COCTABHOM 4YacThi0 aHamM3artopa H paboTaeT TONBKO COBMECTHO CO
BceMy ero yactaMu. B IO 3an0oXeHE KpHTEPHH, B COOTBETCTBUH C KOTOPHIMH
- o6paGaThIBaloTCA CHUrHaTbl, BO3HMKAIOIIHE B MpoLecce pocTa HHTEHCHBHOCTH
dnyopecileHUMd NpH KyNbTHBHpOBaHWU. VIIMCHCHHA MOXHO Habmonath ¢
NOMOUIBLIO KPHBOM pocTa, KoTopas OTOOpakacTCA HAa MOHMTOpE IJIA KaxJo
3arpyxeHsol sueiiki. Takke Ha MOHUTOpPE BHIAHA HHpOpMaLMA O COCTOSHHH
CHCTEMBI: TemmepaType, BPEMEHHM A0 CIEAYIOWICro TECTHPOBaHUS, oOmieM
KOJIMYECTBE 3arpyKEeHHBIX (IaKOHAX W AaHHEIX KyIbTHBHPOBAHUA.

dusuueckue ¥ KoMIbloTepHule xapakrepucTHkd IO npexcrasieHH B

¢ Tabnune 2
Monens
Xapaxtepuctuky I1O LABSTAR 100
HaumeHopaHHe LABSTAR 100
Bepcus V3.0
ITnardopma IntelX Celeron® G1840
OnepauyoHHad CHCTEMA Microsoft Windows Professional10
SA3HIK POrpaMMHPOBaHHA Delphi
Untepdetic caasu I10 ang nepenaun RS-232
JAaHHBIX
- Hrrepdeiic ceasu I10 ans obpaboTku aBTOMATHYECKOE
JAaHHBIX
Hurepdeiic casu IO ana XpaHeHH
AaHHBIX i
Bpems orknuka [10 npu nmonHo# 1
Harpyske, ¢, He 6osee
BpeMsa BoccTaHOBIICHHA NMPH aBapuu
(monxustit otkas I1O B pesynbrare 2
TEXHHYECKOH HIH FKCILTyaTaUMOHHOH
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aBapun), 4, He 6ornee

CKopocTb 06paboTku, MouT/c

Bpems BocCTaHOB/IEHUSA MpY 06HapY»Ke-
HUM BUPYCHbIX NporpamMm, 4, He 6osiee
MpousBognTeNbHOCTD, 6/C, He MeHee
Bpems noncka npu rnosiHoM Harpyske, c,
He 6onee

Conpsiraemble CUCTEMbI

100

15

1

Ethernet(TCPJIP)

CpepacTtBa 3alLmThI YyeTHad 3anuck MO
Knacc 6e3onacHocTun B «B03MOXXHbI HE3HAYUTE/IbHbIE
TpaBMbb»
0O000000O0O00O0 1.4BSt4K 3M
O0000HO000O0O HHGBBBI
6666660606
0O00O0O
66666
000606
O00O0O0Oc
0006 6
6 6 6 6'6"
0060000000 UM muMAY
Puc. 11 - 3kpaH Labstar 100 ¢ nHgopmaumein o cucreme

Ha akpaHe MOHUTOpa Bcerga 0ToopakaeTcsl rnaBHbIA MHTEPAENC:

Ooooo0o000oO0
Oo000000000O0
6660666666
0O000000®O0OO
6666666666
6666666660
66 66”606 6 66
6666666600
6066666606
0O006060=66

LViiSr.VK [IM

Puc. 12 - 'naBHbIli KOMNbIO TepHbI MHTepdelic LABSTAR 100

I-nono>xeHune hNakoHOB, 2-NaHeNb ynpasneHnus, 3-kpueas pocTa,
4-nHpopmauma 0 cucTeme
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ITepeBOA ¢ KHTANCKOTO ¥ AHTNTHACKONO #3bIKOB HA PYCCKHA A3hIK

(1) - INoctosuHo oTOOpaxaeTcs mNoOnoKeHAEe (NAKOHOB Ha KayajKe, MyCTHIE
s4yehkd uMeloT Genblif UBeT, 3arpy:KeHHble A4YciKd — KeNThIH uBeT, AYEHKH C
NOJOKUTEALHEIMA (UIAKOHAMM — KpacHBI LBET, AYeiiKH C OTPHLIATENIbHBIMH
tnakoHaMH — 3eNeHBI LBeT, Aueiikyl ¢ OMMOKOH — CHHMIA 11BET.

(2) - Tlarens ynpaeneHus, paciojokXeHHad CHH3Y 3KpaHa COCTOMT H3 KHONOK:

VY CTaHOBUTD (hriakoH Jna 3arpysku GnakoHoOB
H3bath $paakoH Jia BRIrpy3ku $hrnaxkoHOB
Hanable 06 obpasue JU14 BBOAA JAHHBIX O MALMEHTE
= Kpugag pocta Jina npocMoTpa rpadpuueckoro Hiobpaxenna KpuBoi
CraTucTika Jna 3anpoca ZaHHBIX
CucteMHnie HacTpoike | Jlna HacTpoiiku cUCTeME
O cucteme Jing nonyueHus HHQOpMALIHHA O CHCTEME

(3) - IIpu HaBefcHMH Kypcopa MHIIUBIO Ha 3arpyXeHHylo aueliky Ha rpaduxe
oTobpaxaerca kpuBas pocta. [IpH 3ToM ykasmBaeTcsa «Homep oOpasua» H «HOMEp
avetikuy. CUNTHBaHWE AaHHBIX npoucxomut Kaxauie 10 MunyT. Ilo BHAY KpHBOMK
MOXHO CYAHTP O HAIMYMH WM OTCYTCTBHM pOCTa MHKPOOPraHH3MOB B
3arpyxeHHoM ¢naxore. [Hanasor ocH Y no ymonuaHuio cocrasnser 700-4000,
auana3zod ocd X 0 - MakCHManbHOe BpeMs KyJIbTHBHPOBAHUA JaHHOIO ¢iakoHa,
BRIpaXXeHHOE B JHAX. ECM (iakoH ompesesieH KaK NMOJIOXKATENbHEIA, Ha rpaduke
yKa3aHa «TOYKa [MOJa4Y¥ CHIHajla TPEBOTH» - TOYKA ONpCHENCHHA H BpeMs
KYJILTUBMPOBAHHS 0 onpeaeneHus (nakoHa kaK nonoxurensHoro. Macmrad ocu
XnY MOXHO H3IMEHUTH [IPH NOMOILM NpaBoii kHonku Mbimy. Iloa kpuBoii pocra
yKa3bIBA€TCA JlaTa U BpeMA YCTaHOBKHM (p1akoOHAa W AaTa K BpeMs M0JauH CHrHana
TPEBOTH.
(4) — nHpoOpManus 0 cUCTEME:
[ e «Ob6ulee KoJ-BO» - 00Inee KOMHUECTBO 3arpyXeHHBIX (IaKoHOB;
e «B mnpoBepke» - KOIM4YECTBO (PNAKOHOB, HAXOIAMMXCA B NpoLeEcce
TECTHPOBAHHUA;
¢ «IIONOXHTENBHBIX» - KOJNHYECTBO (IaKOHOB €  MOJOXKHTEILHBIM
PE3YNLTATOM;
o «OTpHUATENRHBIX» — KOJHYECTBO (NAKOHOB C  OTPHUUATCIBHBIM
pe3yJITaTOM.
e «Temneparypa» — TeMIepaTypa KyJIbTHBHPOBAHHS,
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o «COCTOSIH/E CUCTEMbI» - «HOPMa» NPV HOPMa/bHOW TemmepaType,
«OXNKAEHME» - eCnM TemrepaTypa MNPeBbILLAET HOPMY, «HarpeBaHue» -
ec/iv TemnepaTypa HKe HOpMbl.

» [peaynpeauTenibHast Haanuch «CKaHMPOBaHWE, He OTKPbIBATE ABEPb» -
NPV CYUTBIBAHUN JAHHbIX

Bonee nogpobHas vHgopmMaums o pyHKumsax MO npusegeHa B pasgene 3

«IKCMyaTaumst MeAULUUHCKOrO U3eNuns».

2.2Nn.4 Kabenb KOMMYHUKALMOHHbIN
Kabenib KOMMYHVKaLMOHHbIN npegHasHayveH 4ns NOoAKIOYEHNS OCHOBHOIO

MOAYNSi K KOMMbIOTEpPY.

Tabnunua 3. TexHNYeCKme XapaKTePUCTUKN Kabesisi KOMMYHUKALMOHHOIO

MapameTp LABSTAR 100
OnwucaHve CraHpapTHbIn 9F-9M
OnunHa, He MeHee, M 13
MakcumasibHaa gonyctumas 05
Harpyska, A
Pazbem RS232/9-9
doT0

Y

2.2.4.5 LLIHyp nUTaH1A ceTeBOM KOMMbIOTepa

LLIHyp nuTaHWA CeTeBOW MpefHa3HayeH A1s MOAK/IOYEHUS KOMMbioTepa K
CeTn.

O6nagaeT crefyoWmMMN TEXHUYECKVMU XapaKTepUCTUKaMI:

KuTtaiickuin ctaHgapt: CPCS-CCC

Mopgenb:P8B-10/8T3

Pasbem TMNa I, TP NNOCKNX KOHTaKTa

MakcumanbHaa gonyctumas Harpyska: 10A/250B

[nnHa, He MeHee: 1M
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[Tepesoa ¢ KHTAHCKOroO N aHFNMHACKOrO A3LIKOB HA PYCCKHE A3BIK

- ——

Puc. 13 - Hlnyp numanus cemegou xomnvioniepa

2.2.4.6 YcTpoHCTBO CIHTHIBAHHA IITPHX-KOJOB
TexHuyeckue MapaMeTpsl CUUTHIBATENS IOTPHX-KOMOB INPHBEACHM B

Tabmuue 4.
Tabmaua 4. TexHuuecKue NapaMeTphl YCTPOMCTBA A1 CYMTBIBAHUA WITPUX-
KOJOB
ITapameTtp XapakTepucTHKa
Moaens LS-1881
Ipousroaurens Guangzhou OWL Electronic
Technology Co. , Ltd
HcTouHUK H3TyyeHUs nazep
* YacToTa CKAHHPOBAHHSA 150 cxan/cex
KoHTpacT wTpux-koaos >30%
JnHa BONMHBI HANTYYEHHS 650 uM
Pabouas Tremneparypa -45~45°C
Paspeinenue PCS 0.9 (0.1~0.625mm)
Pokyc 10MM~420MM
HHaukauus (cBeToAHOAHAA, 3BYKOBaA | CBETOAMOAHAS ABOHHOM LiBET
H T.IL)
CreneHp 3amuTH P54
s CKopocTe nnepeaauy NaHHBIX 200 cMMBOJIOB B CEKYHAY
Crnoco6 BsauMoaeiicTeust cuuThipatens | RS232 nocnenosarensHas nepenaya
€ aHAIH3aTOPOM; NaHHBIX
CuuTthiBacMBIC KOJIBI OauH AByMEpHEIA KOA
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TlepeBoa ¢ KUTAMCKOTO U aHMNHHACKOro A3LIKOB Ha PYCCKHHA A3BIK

Puc. 14 - Vempoiicmeo 013 cuumuléanus wimpux-xo008

2.2.4.7 TapameTpsl H XapaKTepHCTHUKH aHAIM3aTOpa
Tabmuua 5. CpasamrTensHas Tabnuua nokaszarenei

- TToka3arenn LABSTAR 100
BMecTHMOCTD (Pl1axoHOB 100
Temneparypa KyNbTHBUPOBAHHA 35+1,5°C
CkopocTb noBopoTa 18 o6/mMuu
L{nxn paGoTH (pexHM CKaHHPOBaHMUA) Kaxable 10 MUHYT
Tun noBopoTHOro MEXaHM3Ma KpoHIWTeHH ¢ IOBOPOTHRIMH

paMaMH
CucreMa npegHa3HaueHa LA KyJTHBUPOBAHUA U

. obHapyKeHUst MUKPOOPraHH3MOB +
OGecneynBaeTcA MOBOPOT M BCTPSIXWBaHHE +
dnaxkoHoB
ABTOKOppEKUUs U KOHTPOJIb KauecTsa +
KonmuuecTBo sveex A ¢akoHoB 100
Hannuue rpajpuyeckoro HHTepdeiica +
Hanuuue ycTpolicTBa MITpHX-KOJAa +
DnyopecLCHTHEI MeTOZ (ammapaTHas OLCHKA),

H3MEHEeHHMe LBeTa AHa paakoHa (pydyHas OLeHKa) +

s HuxybaiMoHHbIE YCNOBHS: TIOCTOSHHAA +
TEMIIEPATYpa, BpalleHue U BUOpaLua
HcTOYHMK NUTaHHA EPEMEHHOIO TOKa, B 220+ 22
Yacrora ToXa, [t 50 £l
Bxoanas MolnHOCTh, He Gonee, BA 450
T'aGapuTsl OCHOBHOTO MOZYNSA, MM (620x650x800)+10
Bec OCHOBHOIO MOIyJNs aHANH3aTOpa, Kr 1102
TTpouseoauTensHOCTE* 20 obOpa3uoB B ACHbL
Bpemsa KynbTHBHPOBAHUA 120 yacos
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TTepeson ¢ KHTAACKOTO W 8HENTACKOrO S3LIKOB HA PYCCKWI A3BIK

| O6BeM Gronorugeckoro odpasua 5-10 M a3poOHbIE (IAKOHE!
1 2-10 M1 anaspoOHBIE U 14
aere#

*PacyeT npou3BeI€H WCXOA M3 TONHOW 3arpy3kM aHAIW3aTOpa ¥ BPEMEHH
Ky T6THBUPOBAHUS
2.2.4.8 OcHoBHEble TpeGoBaHUA
a. Paboune ycnosus
. Temmeparypa okpyskatoueit cpeasr: 10-30°C;
g . OTHOCUTENRHAS BAAKHOCTE Bo3gyXa: 45-85%;
. ArMocpepuoe gapnenne: 86,0-106,0 klla;
. Ycnosus onexrponutanus: 220B£22B, 50l u+11n;
) BxoaHaa MoulHocTh: 450BA;
* Baa;iy OT HCTOYHHKOB CUNTBHBIX 1€KTPOMArHUTHBIX NMOMEX H APKOro

NPAMOro OCBEICHUS;

. AHAIH3aTOp JOMKEH OHITh NBIICHENPOHHLIAEMEIM: B BO3AyXe HE
* JOMKHO GBITE KUCITOT, CONeH 1 IPYTUX KOPPO3INOHHEIX ra3os,

) HeobxomuMo ofecrednTh HaAIeKaee 3a3eMICHIE,

o Heo6xoauMo KOHTPOIMpOBaTL BHOPaUMIO Ha paboyeM MECTE.

6.  Buewnnii 8UA

. O6opy 10BaHHE AOINKHO OBITE POBHBIM, YHCTHIM, O;IHOPOAHOTO UBCTA.

6¢3 LapanuH, oTONECKOB H MCXAHHUYECKHX MTOBPEXACHUIL.

. MapkupoBka Ha 0GOpyI0BaHNH A0JKHA JIETKO HUTATBLCA.

B. VrpaB.1aeMoCcTb
r

KHonKa BKTIONEHMS W COSIMHHTENBHBIA TpoBOA JODKHE 0ONanaTe
XapaKTepUCTHKaMH, CNOCOOCTBYIOUWMMK YIOOHOMY HCMOIb30BARKIO, onicTpoTe
nelicTBua u nanexHocT. HeobxomMo, aro6ul oToGpaxaemas HpopMAaus buina
YeTKOM ¥ cTabUITBHOMN.

r. TemnepaTypa Ky ALTHBUPOBaHUA

TOUHOCTh W3MEpCHUS TEMUeparypsl H KofeO6aHus JOKHE! OTBEHATH

CIEAYIOMUM TpeOOBAHMAM:

24
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TlepeBoa ¢ XUTafCKOTO W AHITHIACKOTO X3LIXOB HA PYCCKHI A3LIK

. Temneparypa KyJALTMBUPOBaHHA JO/KHA OCTaBaTbCA B AHANA3OHE
35+1.5°C.
. KoneGauns teMnepatypsl He J0DKHE peBsmars 3.0°C.
a.  DyHKUWH aHaTH3aTopa
. HenpephiRROE KYIETHBUPOBAHHC.
. ABTOMaTHYECKHI{ MOHUTOPHHT W OTNpEICTCHHE OTPULATEILHBIX
NONMKHTEILHLIX PE3Y.IBTETOB.
. Hemennennoe onoselleHue 00 OOHAPYKEHHUM TONOKHTCABHRIX
¢1aKoHOB.
. Ilopaaya cHrsana, KOrga Temrmeparypa KyabTHBHPOBAHHMA BBIXOAHT 34
PaMKN R0y CTUMOro AnanasoHa.
e.  Bocnpon3soAMMOCTD MMOMOKHTENBHLIX PE3YJIbTaTOB
Pesynerarsl TpoBEpKM ¢ TIPUMEHCHHWEM  CTaHIAPTHHIX  IOTaMMOB
AMepHKaHCKOH  KOMIeKUWH TumoBblX KymsTyp (ATCC)  ZOMKHEL OBITh
» NoI0XKUTENbHBIMH (cMoTpuTE TTpUaokenue A).
®.  ODyuxuus orobpaxerus
CocTosHue coaepXumMoro (1akoHa onpeAenseTes KaK MONOKHTEILHOC HITH
oTpuilatre;ibHoe, Bee nokasareny BhIBOAATCH Ha 9KpaH CHCTEMbl BHC 3aBHCHMOCTH
OT TOTO, COOTBETCTBYET M ONpPEAENEHHOH NO3MIMM AeTeKTopa (akoH C
KyJIETYPOiA, ¥ TO.TYHIEHBI JTH IOJOKHUTENBHEIE WTH OTPHLATE/IBHEIE pE3YIbTaTH.
3. BBoa ¥ NOSIOKEHHE ITPHUX-KOAA
CHcTeMa MOXET pacilio3HaBaTh H pacfiofarars QUIakoH Ha ONMpEne;lcHHOM
YPOBHE JETEKTOPA COMNAcHO IITPHX-KOAY.
n.  TpeGosauus no 6e30MacHOCTH

TpeGosanus no 6ezomacocta cmoTpire B [Tproxenuax B, Cu D
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2.2.5 Obwee onucaHWe NPUHALIEXHOCTEN, COCTaB, (yHKLMOHa/IbHbIE
BO3MOXXHOCTW

2.2.5.1 MoHMTOP CO UNrypoM MNpTTanmns
OCHOBHbIe TEXHUYECKWE XapaKTEPUCTUKN MOHUTOPOB NPUBEAEHLI B

Tabnuuge 6.
1'abmmua 6. TeXHUYeCKMe XapaKTepuUCTUKM MOHUTOPOB
XapaKTepuCTUKM LABSTAR 100

Mapka, Mogenb LENOVO, mogens LT2024WA
doT0

w X
[varoHa;! b aKpaHa 20,0 grorimoB
Tvn MaTpuubl TFTTN
dopmaT 3KpaHa 16:9
PaspeLueHne 1600x900
ApKocTb 250 ko/m2
KOHTpacTHOCTb 1000:1
Bpems oTKMKa SMC
Pasbem VGA, DVT
MOAK/OYEHNS

Kutalickuii ctaHgapT: CPCS-CCC
Mogenb:P5B-10/8T3
LLIHYp nuTaHua Pa3bem Tvna 1, Tpy N/I0CKUX KOHTaKTa
MakcumasibHas gonyxTumas Harpyska: 10A/250B
[vHa He MeHee 1.5 M

2.2.5.2 KnaBuatypa
KomnbloTepHasi KnaBmaTypa— YCTPOWCTBO, NO3BONSOLLEE MOMb30BaTeNtO

BBOAMTb MHhOPMALIMIO B KOMMbLIOTEP (YCTPOIACTBO BBOAA). [MpeacTaBnsieT co6oit

Habop KnaBuLL (KHOMOK), PacrosioXKeHHbIX B ONpeae/iEHHOM MOpPSsiAKe.
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TTepeson ¢ KUTARCKOro W BHTMANCKOrO A3IKOB Ha pYCCKUH A3bIK

Tabauna 7. Texuuyeckne XapakTepUCTHKH KJ1aBUATY Pbl

[ XapakTepucTHKH LABSTAR 100
- Onucanme HacTo:1bHaa cTaHapTHan NpoBoaHast
knaccuyeckas 104 krapuin
J;nina npoBo/a, He MEHEE. M 1,5
Tun noaxitogcHus

2.2.5.3 MaHuITy IATOP THIA «MBIIObY
KoMnpioTepHas MBIIE - KOOPAMHATHOE YCTPOHCTBO JNA YTpaBneHUs

KYpCOpOM W OTHa4M paIMYHEIX KOMaH7 KOMIbIOTEpY. YpaBieHHe KypcopoM

ocyin

CCTBIAETCH NYTEM NEPEMEUICHUA MBIIIH TI0 MOBEepXHOCTH CTON2 HIHN

KOBpWKa ans MBbIUIN, KnaBumy v KONECHKO MAIWM BRI3BIBAIOT Ol'lpC;ICJ'IEHHHC

REUCTBUA, HanpHMep: aKTHBAUHWA YKa3saHHOro 00beKTa, BHI30B KOHTCKCTHOIC

MEHIO, BEPTUKAIbHAA POKPYTKa BeG-CTpaHUL H 3JIEKTPOHHLIX JOKYMEHTOB.

Ta6nuna 8. TexHWUeCKHE XapaKTEPUCTUKA KOMNBIOTEPHOH MBIIIA

XapakTepHCTHKH LABSTAR 100

| Onncanue OrnTHueckad NpPoBOAHAS MEIIb

domn

a MpoBOAa, He MeHee, M 1,5

Tun noaxmoYcH!s USB

doTo

2.2.5.4 Kabeaw cHTHaNBHBIH
Kabee curHameHeli Low current signal wire TOpegHasHaueH and

COCJANHEHUA KOMIBIOTEPA U MOHHTOPA.

Ob6nanaeT CICAYIOUIMMY TEXHUYCCKUMH XapaKTepHCTIKAMU:
JInvHa, He Menee 1.3 M
MaxkcHMansHas JomycTuMas narpyska 0,5 A
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IMeperoa ¢ KATAHCKONO H AHINHHACKOIO A3BIKOB HA PYCCKHH A3BIK

Pasbem: VGA (DEL5F) — 15-KkoRTaKTHBIA CYOMHHHMATIOPHHIH pasbéM 1iA
NOJKTIOYEHHA aHAMOTOBBIX MOHUTOPOB ITO CTAHAAPTY BuAeouHTepdeiica VGA

[ o

Puc. 15 - Kabenv cucnanonwisi

4
2.2.6 CBeneHus © CTEPHIIBHOCTH
AHanM3aTop He ABAACTCA CTEPUILHRIM. (DNIaKOHK! ¢ MUTATENBHOH cpenoi,
KOTOpHE SABIAIOTCS PACXOAHBIM MAaTepHaIOM H MCMONB3YIOTCA COBMECTHO C
aHAIN3aTOPOM, [TOCTABMAIOTCS CTEPUILHEIMH.
2.3 Cocrae {KOMIUIEKTHOCTh NOCTaBKH) MEIULIMHCKOrO M3/1eHs
> KOMIUIeKT MOCTaBKHA MEANUMHCKOTO U3ISIHS
. OCHOBHOM! MOAYJb - 1100T.
. KaGexb KOMMYHKKaLMOHHRIA - 1 1o,
. HIHYp [TATaHHA CeTeBOH OCHOBHOr0 MoAyJsA — 1 W,
o KOMIIBIOTED C NPEeyCTAHORNECHHBIM NMPOTPaMMHBIM 00eCNIEYEHHEM —
1 mr.
] IIHYp ITUTAHHA CeTeBoH KoMnbioTepa — 1 1T,
U YCTPOMCTBO CUMTHIBAHMS LITPHX-KOAOB —1 WT. (Mp¥ Heo6XOAMMOCTH)
» ] PYKOBOACTBO IO 3KCILTYaTallHH — 110T.

. ceprudukar — 1 wr.
IIpyHaLIeKHOCTH:

. MOHMTOD €O LIHYPOM MMHTaHus - 1 1T,
] KnaBuatypa - 1 wmr.

° MaHHITYJISTOP THIA «MbIIEY — | T,

] Kabenp CHrHanbHeM -111T.
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2.4 MpeaynpexaeHns, Mepbl  MNPEAOCTOPOXHOCTU U OFPaHMYeHnst Mo
1CMNOJb30BaAHMIO MEAVLIMHCKOrO U3AeNnst

2.4.1 BaxkHaa vHpopmMaums

ZIX He ponyckaeTcs YycTaHaB/MBaTb Ha KOMMbKOTEP YCTPOMCTBA
nporpaMmMbl N hainibl, He CBSi3aHHble C ero paboTon. Ecnv no 3aToi npuumHe
MMeeT MEeCTO OTKa3 KOMMbHTepa WM yTpata [aHHbIX, WU3roTOBUTE/b MOXKET

NMPOn3BECTUN TEXHNYECKOE o6cny>|<|/|BaH|/|e TO/IbKO B MN/1aTHOM MOpAAKE.

X Mpn paboTe aHam3aTopa OMepaTtop MOXET  MoABepraTbCs
BO3ENCTBMIO  OMacHbIX  MWUKPOOPraHU3MOB, NoaToMy  pPeKOMeHZAyeTCs
yCTaHaB/MBaTb YCTPOMCTBO B /1ab0paToOpPHbIX MOMELLEHUSX, OTBeYatoLLmXx
TpeboBaHMSAM  ypoBHA 2  BMOMOrMYEcKon  6e3onacHocTW.  Heobxoammo
npeLycMOTPETb Mepbl 6MOMOrMUYECKO 3allMTbl U CTPOro cobnojaTb TpeboBaHUA
K opraHusaumMmM nabopatopuii  Ans  MUKPOOMONOrMYECKUX  UCCNeA0BaHWUA.
Mcnonb3oBaHHble  (1akOHbl  Mepef  YyTWAM3auMen nognexar CcTepuamsaumm
aBTOK/1aBMPOBaHVEM UM 06€33apaXKMBAIOTCA C UCMO/Ib30BaHNEM APYrnX METOAOB,
YCTAHOB/MEHHbIX MECTHbIMXW HOpMaMM W npaBuiamm  (cM.  n.7  Topsgok
OCYLLECTB/IEHUS YTUIU3aLNN N YHUUTOXEHUSA MELULMHCKOIO U3AeNns)

TecTupoBaHMe 06pa3LOB Ha aHanM3aTope MpeacTaB/IAOT Co60i OnacHOCTb
NH(PULMPOBaHMA. B CBA3M C 3TUM Ha YCTPOMCTBE NPeaycMaTpuBaeTCs MapKMpoBKa

B BM/e 3HaKa 610M0rMUYeCKoi onacHoCTU.

M

n 3anpeLLaeTcs KacaTbCsl UCTOYHMKA NMUTaHUS PaboTatoLLIEro aHa/M3aTopa.

A

CoOTBETCTBYIOLUME [eTa/M YCTPOWCTBA MMET MapKUPOBKU B BUAE 3HaKa

«OnacHOCTb MOPaXKEHMS 3MIEKTPUYECKM TOKOM»,
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A Ha 3agHein naHenn nmeetcst 3HaK «OCTOPOXKHO! OBpaTUTECh K UHCTPYKLMW

Nno NPpUMeEHEHNO»

A

A B cnyyae HapylleHVs1 YCTaHOB/IEHHOMO B [aHHOM [IOKYMEHTe MopsiaKa
aKcnyaTauuy HopMasibHasi paboTa aHa/msaTopa MOXET HapyLLaTkes. py 3ToM
BO3MOXHO WCKaXXeHMe pe3yNbTaToB WCC/eoBaHMs, a Takke paspyLueHue
3/1eMeHTOB 060pya0BaHMs. OTBETCTBEHHOCTb 3a MOC/MEACTBUS TaKoro HapyLUeHWs

HeceT Nnosib3oBaTesb 1 (UM Nob30BaTeIn) YCTPOCTBA.

XX  OcHOBHOIA Moaynb aHanmMzaTopa MMeeT [BuUraTeNb, MOAKIOYAEMbIA K
NCTOYHUKY MUTaHUA NMepeMeHHOro ToKa HanpsbkeHvem 220B, 1 MOXET CNyXWUTb
MCTOYHMKOM  BHELLIHUX 3/1eKTPOMarHUTHbIX Momex, (em. [pwunoxeHne D

TpeboBaHWsI 3/1eKTPOMarHUTHOM COBMECTMMOCTM)

2.4.2 YacTo 3ajaBaeMble BOMNPOCbI

2.4.2.1 Hanbonee yacto BcTpevatowmecs (>90% ) naToreHHble 6aKTepun:
> Staphylococcus aureus

> Escherichia coli

> Enterobacteriaceae: Salmonella, Klebsiella pneumoniae u T.4.
> Pseudomonas aeruginosa

> Streptococcus pneumoniae

> Candida

2.4.2.2 Hanbornee pacnpocTpaHeHHble 3apaxkatome baktepun (3%0-5%0)
> Staphylococcus epidermidis

> Propionibacterium acnes
> Fusobacterium

> Diphtheria group

> Gram positive bacillus

> Acinetobacter
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TNepesos ¢ KUTANCKOro W aHMNWICKOro A3biKOB Ha PYCCKWI 361K

2423 TlpuuuHpl  HM3KOM  CKOpOCTM  pocTa  MMKPOOPraHW3MOB,
KOPpEKTUPYIODIHE Meph
»  Heaocratounsit o0bemM ofpasia: B npexenax obwema obpa3sna

(B3poc:iste: 510 ma, petu: 2-10 Mi1) NpONOpUHOHAIBHO NOJIOKUTEIBHOMY POCTY
Ky IbTHBHPOBAHHBIX MUKPOOPraHHW3MOB.

»  3abopa oOpasuos B TeueHne 24 vacoB HegocTaTouyHo: B 85% ciydaes
OaxTepueMus ABNAETCA NepeMexatoweiics, 3afop Heckonbkux npod moker
o0ecrcyHTh BbIABIACHHE NOJIOXUTENLHOMO pPoCTa.

» 3abop KpoBRW MPOUCXOANT KaXBIA pa3 ¢ OHOTO YHacTka.

> HecooTBeTcTBYIONEE BpeMs 3abopa 06pa3lioB KpOBH.

»  Tlposegenne anTHOaKTepHaNbHON! Tepanun 10 WINW BO BpeMs 3abopa
KPOBH.

» XpaHeHHe 06pasLoOB NPH KOMHATHOW TeMmIepaType: HE AOITYCKaeTcs

XpPaHHTDb 06])831151 B XONOAUJIBHHKE, TTOCKONBKY [IPpH HH3KHX TEMIIEpATypax

GaxTepuH ¢ 0COOHIMM NUTATENLHAIMHU MOTPEOHOCTAMM HOrnbaroT.

2.5 OnucaHHe yIIAKOBKK, MApKHPOBKH U NpEAYNPEexIAOUIMX HAINUCEH Ha
U3ICAUH

2.5.1 Ynakorka

JL:18 aHaTH3aTOpA MOTPEOHUTEILCKAS YIIaKOBKa ABIACTCH TPAHCITOPTHON.

TpancnopTHas ynakoBRKa JO/DKHA ObITh BRIOJIHEHA W3 jJepeBa (ALUMK).

I"aGapuTHbIe pa3zMepb! fluKa:

[TapaMeTp sumixa LABSTAR 100

I"aGapuTbl, MM (720x790x930)=20

Bec, kr 2612
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Teperon ¢ KHTAHCKOTO ¥ AHTIMHCKOTO RIBIKOB HA PYCCKHH A3BIK

* Puc. 16 - Tpancnopmuas ynaxoexa LABSTAR 100
AHaM3aTOp MOMENIACTCA BO BIIATOHENPOHUIACMYIO TOMHITHICHOBYIO
MNCHKY W YKIAABIBAETCA B SAIMK, KOTOPhIi HEoOXOOHMO CHaOANTh MATKHMH
BKIabIIaMH, YCTRHOBIEHHRIMH MEXIY M3JelIHeM H CTEHKaMH YMNAKOBKH JUIf
aMOpPTH3ALMH YAAPOB.
IKCIUTYaTallHOHHas  JOKYMEHTALMd  IIOMELaeTcd B  OTACJBHEIM
» MOJTH3TUIEHOBRIA NaKeT U YKIAAIBASTCA B ALIMK.

KoMnelorep ¢ npeaycTaHOBNEHHBIM TNPOTPaMMHEIM  obecneyeHneM
YNaKOBHIBAETCA H TPaHCMOPTUPYETCA B KapTOHHONW YMaKoBke mpou3soautens. B
3Ty XK€ YNaKOBKY NOMEUIAIOTCA NPUHAVICKHOCTH: KIABHATYPa H KOMIIBIOTEpHAs

MHIOb.

MoHuTOp TpaHCNOPTHPYETCA B KAPTOHHOM YNaKOBKe MPOH3BOIAUTEIIS.

2.5.2 MapkupoBka u3zienus

MapkupoBxa H3eIHA «AHATH3ATOP GAKTEPUONOTHYECKHA ABTOMAaTHYEC-
o  Xuit FOHOHA® LABSTAR 100» conepxur:

Ha nepeaueil maHenu ocHOBHOro Moayns (asepuie):
U JIOTOTHI NIPOH3BOAUTENS;
° HaumeHoBaHue LABSTAR 100;
. HHAHKATOP H HAJAMHCH «3NEKTPOIMTAHHEY;
. HHIOMKATOD H HANITHCh KTEMIIepaTypa»,;

) HaJINMHCh KOTKPHITEY.
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Ha 3aaHein naHenn nMetoTcs:

> (OMpPMeHHas Tab/MyKa ¢ yKasaH/eM:

HanMeHOBaHWME UN3NENNA;

Mozensb;
. «MeAVLMHCKOe Wm3denve Anst AMarHoCTUKM in vitro» (HaHeceH
COOTBETCTBYIOLLNIA CMMBO/ );

YCNOBWSI 3NIEKTPONUTaHUSA, BXOAHAs! MOLLIHOCTb;
HOMeP MPOU3BOACTBEHHOIO CTaHAAPTa;

CEPUNHBIN HOMEP U3AeNNs;

[aTa BblIrycKa U3aenns;

HaviMeHOBaHVe, afpec, TeslehoH NPOn3BOAUTENS;

HavMeHOBaHWe, agpec, TenedoH YNoSIHOMOYEHHOr 0 NpPeaCTaBUTeNs;
HOMeEpP W AaTa pPerucTpauyoHHOro ya0CTOBepPeHUs,

> HaK/eNKu:
«BNONOrMYECKUn PUCK»

/ \ «OCTOpPOXKHO! OBPaTUTECH K MHCTPYKLVN MO NMPUMEHEHIIHO»

/ \ «OnacHOCTb MOPaXKeHUsI 3NIEKTPUYECKUM TOKOM»

HanmeHoBaHuWe: AHaM3aTop GaKTePUONOrYECKUIA VD
asToMaTyyeckuii KOHOHA® LABSTAR

Mogens: HOHOHa* LABSTAR 100

HomunHaIbHOe HanpshkeHne ceTn/yacToTa/ MOLLHOCTb:
220B/50ILi/450BA

Howmep npousBoacTBeHHoro ctaHgapTa YZB/LU 0278-2012
CepwiiHblin Homep n3genns:  C160302012

[ata Bbinycka ngenwvs: 2016 03 02

Mpounssogutens: «CUHbKS BHonommkan TexkHonoxuen Ko, T4 »
BocTouHasn cTopoHa Baviep Poya, NpombiwieHHas 30Ha PaKxyaH -

T JI9043H .. NpoBUHLMA laHbayH, KeTaii, 252000

TenedoH (86) 800-860-8018

YnonHoMoueHHsIi npeacTasuTens B POz 000 «TpuonpoMTpeingy»
Pocovia. 620028, 1 ExareprHOypr, yn. Kuposa 28" "Tarenpead3.
TenefoH +7 (343) 2707500

Ne per, yaoctoBepeHus BP®: OaTa.. e

Puc. 17 - MapknpoBska Ha (OMpMEHHON Tabnnyke OCHOBHOro MOAynA aHanusaTopa

FOHoHa® LABSTAR 100
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Tleperon ¢ KHTAIICKOTO W aHTTIMICKOTO A3LIKOE HA PYCCKHH A3BIK

2.5.3 MapKkupoBKa TpaHCIOPTHOH (MOTPEOUTETRCKO#H) YTAKOBKH!

HanmeHnoBanue u azipec H3roToBUTEIA;
HAUMCHOBAHKE U aApec AUCTPUORIOTOPE;
HAUMEHOBAHUE U3JETUA, MOICTE;
CepUHHBIN HOMEp;

Macca HEeTTo/6pyTTO;

obseM (AN¥HA X WIHPHHA X BRICOTA);
AaTa W3roToBJICHUS,

HOMEp TIPOU3BOACTBEHHOTO CTARIApTa,

yKazanwe  «Xpynkoe, oOpamlaThCA  OCTOPOXKHO»

COOTBETCTBYIOIIME cUMBON);

(HaneceH

ykazanue «bepeub OT Bnaruy (HaHeceH COOTBETCTBYIOMMA CUMBOI),

ykasaHue «Baepx» (HaHeceH COOTBETCTBYIOUMA CHMBON);

yKkasanue «He xatuTb» (HaAHECEH COOTBETCTBYIOLINH CUMBOI);

yKa3aHHe «Ipeaei 110 KONHYECTBY ApycoB B urabenen;
Haanuch «XpynKkui Touubli HHCTPYMEHT OcTopoxHo!!!»:

YCHOBHA TPAHCMOPTHPOBAHHA H XPAHCHRA.

O6031aueHua HAHECEHHBIX CHMBOJIOB:

— | Xpymnkoe, o6paimarscst 0CTOPOXHO

*
[ ]
]
'b o
]
]
]
j-i
t g

— | Bepeus ot Bnaru

- | Beepx

= | -a| [

— | He kaTuth

34
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Meperon ¢ KHTANCKOTO ¥ AHMAMIICKOTO A3BIKOB Fla PYCCKUI A3bIK

— | [Mpeaen no KonudecTBY APYCOB B tuTabene

~ | Temneparypnmii Auanazox

- | AHaNa3oH B.TAXHOCTH
et

— | orpauuuenHe aTMocthepHOro AaBACHUAR

v

3 DKcTTyaTauus MeIMIMACKOTO H3IeIus
3.1 TpeGoBanus K oKpyxalouleH cpeae
3.1.1 Pabouue ycoBus
Jns  obGecneuenua HopMaabHON paboTel aHatM3aTOp HeoOX0AHMO
yCTaHABNMBATL H XPAHHTh B CJIEAYIOUIUX YCIOBHAX:
» . Temnepatypa oxpyxatoueit cpeast: 10°C-30°C;

. OTHOCHTENLHaA BIAXHOCTh BO3ayxa: 45- 85%;

° Am™ocdeproe aasierue: 86,0 xITa ~106.0 xlla

. McTouHuK nHTaHus mepeMeHHoro Toka: 220+22 B, vacrora 50+1 I';

. YerpoitctBo Heobxonumo Oepeyb OT TONAJaHWUS NBUMH, NPAMBIX
CONIHEYHEIX JIyueH, ®UIOKOCTEH, arpecCHMBHBIX Ta30B, a TAKOKE HE MOABEPrarb
BO3elcTBIIO BUOpauMii ¥ CHIBHBIX WIEKTPOMArHUTHEIX NOACH,

3.1.2 TpeGoranus K TPAHCIIOPTHPOBKE ¥ XPAHCHUIO.

AHannsaTop npeiacTasnser coboit TOuHBNI permcTpHpylomuii npubop. Bo
usbexxaHHe TOBPEXICHWI PH €ro TPAHCTIOPTHPOBKE M XPaHEHHWH HEOOXO0AMMO
cobmonare KpaiHiOl0 ocTopoxHocth. Ha HapyxHo# ynaxosowHo# Tape
yCTpoHCTBAa TOMKHA COAEPKATHCH COOTBETCTBYIONAs MapKHPOBKA ¢ YKa3aHUAMMN:
"O6pamarscs ocropoxHo”, "Bepx", "Bepeupr or Bnaru” u T.A. [lepepo3unk
IOIKEH CIeUTH 3a TeM, 9To0BI B X0€ TPAHCTIOPTUPOBKIL, OT MOMEHTA OTIPY3KH H
0 TIPUBBITHA HAa MECTO YCTAHOBKH, H3JIE.THE HE 110BEPTANoch CHIBHEM YAapaM. a

TaKke BO3IACHCTBHIO aTMOCHEPHEIX OCAJKOB MM APAMBIX CONHE4HBIX JiyueHd. K
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TlepeBoa ¢ kuTafickoro ¥ aHMNHIICKOro A3LIKOB HA PYCCKUH A3BIK

YCIO0BHAM TPAHCTIOPTUPOBKY NpeXBbABNAIOTCS clielyomue TpeboBaku:
. Temnepatypa okpyxarorueit cpeabt: -20°C~+55°C;
. OTHOCHTENILHAR BIAXHOCTH BO3TyXa: 45- 95%);
o At™ocdeproe aasrenue: 50,0 xIla~106,0 «I1a.

3.1.3 TpeGoBanus Kk HCTOYHUKY NMUTAHUA
AHaVM3aTOp paccyMTaH HA [HTAHHE OT UCTOYHKKE TMEPEMEHHOr0 ToKa
HanmpsxeHueM 220 B+22 B, wacrorod 50 ['uxl I'y; MoinHocTs Ha BX0OAC
yctpoiictBa - 450 BA. Mexay ycTpoAcTBOM # CETBIO JOMKEH ORITH
MPEAYCMOTPEH  CTaOWIM3MPOBAHHBIK WCTOYHMK TNHTaHUA. XapaKTepUCTWKH
TIMIABKOTO TIPEAOXPAHHTENS YKa3aHel Ha 3afmHew naHenn. [lpu 3ameHe mnaBKxoro
NpeJoXpaHuTed HeoOXOAMMO TakKe YYHTHIBATL XapaKTEPUCTHKH CETEBOTO

WIHYpPa NATAHHA.

A lMpoBoa 3a3eMNCHRY TPEXKUNBHOrO MIHYpa MHTaHHUA AolxkeH OHITH
HanNpPAMYIO0 MOAKIYEH K HAJIeXKHOMY KOHTYPY 3a3¢MICHMS, COMPOTHBJICHHE

¥ KOTOpOro A0mxHO OLITh He Meree 0.1 OM aa u3bexkaHHA HECYACTHLIX CITyYacs.

3.2 TlopAaoK YCTRHOBKM
Bce paGoThl M0 YCTAHOBKE W BBOJAY B YKCTUIYaTaLMI0 AHAIH3ATOPa XOMXKHE
NPOBOJWTECA CIELHANUCTOM. HampaBIeHHBIM IS 3TOro  YIno.THOMOYCHHEIM
NpeACTaBUTENEM TTPOH3BOJINTENA. B IONOIHSHHE K 3TOMY MOJL30BATENE JOMDKCH
TIPOU3BECTH TIPHEMKY YCTpo¥icTBa.
3.2.1 PacnakoBka ¥ npueMka
- BCKpHITE YIAaKOBKY, OCTOPOXHO BBEIHYTh AHAIIH3ATOP C NPHHAJUICKHOCTAMH
U3 ynakosouHoi kopofku. B ynakosounyio kopoOKy BIOXKEH YNaKOBOYHBLI TUCT
Ha Awnammsatop. [locie BCKPBLITHS  VIIAKOBKH HEOOXOIMMO  NPOBEPUTH
KOMIUTEKTHOCTh  ananu3aTopa M TPHHALIEKHOCTEH B COOTBETCTBHU C
YMaKoBOUHBIM  JHCTOM. [IpH  OOHapyxeHUM HEKOMIUIEKTa HeoOX0ANMO

HEMEIEHHO coo0IHTL 00 3TOM AUCTPHOLIOTOPY.
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3.2.2 YcTaHOBKa M BBOJ B 3KCM/lyaTauuio
MoaroToBKy aHasm3aTopa K aKcnsyataummM Heo6XoAMMO OCYLLeCTBNATL B

nopsAgKe N B COOTBETCTBUN C TpE6OBaHI/IFIMI/I, npeacrtas/ieHHbIM B JaHHOM pa3ferie.

3.2.2.1 JIvHMA nUTaHuA
OCHOBHON MOfy/lb aHa/mM3aTopa HeoOXoAMMO MOAKIKUUTL K OTAeNbHO!!

JWHAN MUTAHUS C 3aLLUMTON OT 3aMbIKaHUS Ha 3eM/t0. PacCTosiHVE MexXay 3afHei

CTEHKOW YCTPOMCTBA U CTEHO I0/IKHO COCTaB/IsATb He MeHee 20 CM.

aHHA
OcHoBHOl MOAab
LAESI'AF&(I)
70 K
SStP «»

Puc. 18 - Cxe.maMoOHTa>xHoro npocrpaHcTsa LABSTAR J00

3.2.2.2 BbIKtouaTe b, aNeKTpUYeCcKasi PO3eTKa W M1aBKuUiA NpeaoxpaHnTeb

OCHOBHOM MOfy/lb aHa/mM3aTopa OCHallleH K/aBULLHLIM BK/HOYaTe/leM Ha
15A/30A 250 B, po3eTKoit anekTpuyeckoi TpexdasHoit Ha 10A, 250B n nnaBkum
npegoxpaltntenem Ha S5A. Po3eTKa W [ep)KaTeNb M/1aBKOro MNpPefoXpaHUTeNs
NPeLCTaBNAIOT CO60M eauHbIA y3en. Bce 3T afeMeHTbl HaxofgATCA C NpaBov

CTOpO!!bI Ha 33/iHei MaHeN I OCHOBHOMO MOy /IS
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Mepeson ¢ KHTANCKOFO W BHTTMHCKOro A36IKOB HA PYCCKUH A36IK

1 ANl xTe |
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Puc.19 - 3aouar naners ocnogioco Modyis LABSTAR 100
1-4 — gernUAAMOpYL, 5 — BHIXAOUAMEL, 6 - PUILEM NUMANHUR + RIGEKUT NPeooXpanumesd,
7 - nopm RS232 Q.45 nOOGKAIONEHUN KUMMYHURGHUOINOZO KADEIR

3.2.2.3 YcTaHoBKa OCHOBHOTO MOIYJIA
JIna ycTaHORKM OCHOBHOTO MOTYJA HeoOXOMMMO BCETO JIHINE MOAKTHOYHTE
KOMMYHUKAUMOHHBIA Kkabenp, ceTeBoH INHYp MUTaHWS M BCIOMOraTeIbHOC
» o6opynoBanue. YCTpoOicTBO HE COACPNHT AETalCH, KOTOpLIE TpebyIOT AEMOHTaXa
Ha MeCTe SKCILTyaTalun. AKKYPaTHO BHIHETC OCHOBHOW MOMYNb M3 YNAaKOBKW M
YCTAHOBHTE €r0 Ha YCTOHYMBYIO TOPU3OHTAIBHYIO OMOPY WM CTOA. Orkpoiite
JBEpIy. BLIHbTE BCe NPHHAIIEKHOCTH, KOTOpuiE ObUIH 3aKPEMIEHH B €ro
BHYTpeHHel uyacTu A yAODCTBA TPAHCMOPTHPOBKH. YOeauTECH, HTO BHYTpH
ycTpolicTBa HET NMOCTOPOHHWX MpeaMeros. € MOMOMBI0 KOMMYHHKAUHOHHOTO
Ka0e:Is TOAKII09UTe OCHOBHOM MOy ib aHAIU3ATOPA K NOCICA0BAaTCABHOMY NMOPTY

komnetoTepa (RS232), moucoeAMHHTE IHYP MUTAHHA.
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Puc.20 - Cxema nodxnovenus LABSTAR 100
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3.2.2.4 YcTaHOBKa KoMMbloTepa
YCTaHOBKY KOMMbOTEPA HEOOXOAUMO OCYLLECTB/ATL OOLLENPUHATBLIM /15

3TOro Crnocobom.

3.2.2.5 3anyck B paboTy 1 aKcr/yaraums

Mpexge 4Yem nogaTb MNUTaHWE K OCHOBHOMY MOLY/I0 aHa/M3aTopa,
NpoBepbTe HaLEeXXHOCTb MOAK/OYEHUA CUTHANIBHOIO U KOMMYHUKALWMOHHOIO
Kabenen, a Takxke CETEBOr0 LUHypa MUTaHus. Y6eauTecb B TOM, 4YTO O6LUWIA
HOMVHa/IbHbIA TOK YCTPOMCTBA He MPEBbLILLAET HOMMHa/IbHBIA TOK WCTOYHMKA
nUTaHus. ocne 3TOro BK/OYUTE MUTaHWE M 3anyCcTUTe OCHOBHOW MoAay/b B
pa6oTy. OCHOBHOW MOLY/lb aHa/m3aTopa HayHeT paboTy B aBTOMATUYECKOM
PeXMME.

Bk/lounTe KOMMbIOTEP, ABaXXKAbl KMKHUTE MbILLLIO Ha 3KpaH U BOWauTe B
nporpammy. AHaM3aTop BOMAET B PEXXMM aBTOMATMYECKOr0 KOHTPONS.

[Ona  nepBUYHOro 3anycka CUCTeMbl HEO6XOAMMO MPOMTU  NpoLecc
perncTpaumn,  KoTopas  MPOBOAUTCA  YMOSIHOMOYEHHbIM  MPeACcTaBUTENEM
npovssoauTens. [11s3Toro He06xXo4MMO BO BCM/IbIBAIOLLIEM OKHe «Pernctpaums B
cucTeMe» BBECTU HaMMeEHOBaHMe yupexzieHus B none «Wms nogpasgeneHus» u
Kof, aHasnm3aTopa B nose «Koj annapaTa», KOTOPbI YKasaH B CONPOBOAUTESIbHON
[JOKYMeHTaUMW, BXOLALLEA B KOMIUJIEKT rocTaBKW. 3aTemM Moyyntb Y

MPOU3BOAUTENST HOMEP NINLIEH3MN 1 BBECTU €r0 B Mose «JTMLIEH3US».

Peructpauus B cucteme o

Vms nogpasgenerns  [(MEBEB

CreHepupoBaTh KoamaolUrabi

Kog annapata |FFB556EFA7

JlnueHsusa

Moareeparab Biglb

Puc.21 - PerncTpaymsa B cucTeme
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Mpy  Haxatum  Ha  KHOMKY  «[logTBepauTh»  u3genve  Gyaer

3aPErMcTpmnpoBaHO U rotoBo KMCrios/ib30BaHUIO.

3.3 HacTpoiika napameTpoB CUCTEMBbI

3.3.1 Bpemsa KynbTUBUPOBaHNA

AHanim3aTop aBTOMATUYECKW HaCTpPOeH Ha BpemMs KynbTMBMpoBaHWA 120
YyacoB. [Mpu HaMUUM 0cobbIX TPeboBaHNn HEOOXOAMMO MPU YCTaHOBKe (D/TaKOHOB
B YCTPOMNCTBO MW3MEHUTb HACTPOMKY BpeMeHUW 4epe3 MeH «CUCTEMHble

HaCTPONKN»: «Pexknum curHana» (n. 3.3.3.2)

YctaHOBUTb (o/1lakKoH

WoMapsPIeHA

Howmep «op.nua 1
mp™va 120 ; Jachbl

Vb GBI
Puc. 22 - BpeMsa KynbTUBUPOBAHUSA Mo ymMmonyaHuio 120 yacos

3.3.2 Temnepartypa Ky/bTVUBNPOBaHUSA
TemnepaTtypbl KynbTMBMpoBaHuA (35+1,5°C) ABNSeTCA NOCTOSAHHOM N U3MEHEHNIO
He MOL/IeXMUT.

3.3.3 C/CTeEMHble HACTPOMKM

3.3.3.1 HasBaHue oTAeNneHus
Bonante B MeHIO ynpaBfieHWs YCTPOMCTBOM, K/MMKHUTE  KHOMKY

«CUCTEMHble HaCTPOMKW». Ha aKpaHe MOSIBATCS AMA/oroBoe OKHO. KMKHWTE Ha
«Has3BaHVMe 0TAeNneHUs», 3aTeM K/MKHWUTE KHOMKY «[06aBUTb» U  BBeAUTE
Ha3BaHWE HY)XHOro OTAeNeHVsl. BbIOpaHHOE OTAENeHNe MOXHO YAanTb C

MOMOLLIbHO KHOMKUN «Y Aa/UTb.
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Pnc.23 ~ MeH0 «CUCTEMHbIE HACTPOIKN», Ha3BaHWe 0T AeneHns
3.3.3.2 Pexum curHana
Mpr He06XOAMMOCTM NMEETCH BO3MOXHOCTb HAaCTPOUTL 3BYKOBOW CUTHaN,
OrMOBELLAKLLNIA 0 MOSIOKMUTENBHOM U OTPULIATENTIbLHOM ()/1aKOHe.
Bonante B MEHH ynpaB/ieHUs1 YCTPOMCTBOM, K/IVMKHUTE  KHOMKY

«CUCTEMHbIE HACTPOMKM». Ha 3KpaHe NOSBUTCA AMasioroBoe OKHO. KiMKHUTE Ha
«PeXXUm curHana», 3aTeM BbloepuTe ayauodaiin u3 creuyanbHO nanku u

noATBepaAnTe BbIGOP.

GaTireNF verm(uHIvM
> TGk wian Zb

C Yen
D 4B, M et i mO1

bl Axaannn i«loa;nsrR<xI;TV K «u fira A" A» 19'n:K irraXken o»vuun«» >

SO re
T nA0MM vrx *9tV3aHal »*frymms: a srwmu ar

Jpaafye

Knr DR OVrD» u

Puc.24 - MeHI0 «CuUCTEMHbIe HACTPOMKM», pe>XK UM curHana

B 3ITOM Xe OKHe MOXHO 3apaHee 3afaTh Bpemsa
KYNbTUBMPOBAHMA/TECTUPOBAHNS, KOTOPOe MO yMON4YaHUto coctaBnsaeTr 120 yacos
(n.3.3.1).

3.3.3.3 ®PnakoH

B AaHHOM OKHE MOXHO COpPOCUTb HAaCTPOMKM CUCTEMbI MPU HadKaTUK Ha
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KHOM «YpanuTb Bce obpasubl». 3T0 o06ecneynmT CcoO6poc uHAopMaumMm o
Ky 4 L 1)

NOMOXKeHUN (PIAKOHOB U pe3y/ibTaTax TeCTUPOBaHMS.

Wcnonb3yiTe onumio cbpoca HaCTPOeK CUCTEMbI TOMIbKO B UCK/THOUUTESbHbLIX
clyqasix, Hanpumep, NPU Cepbe3HbIX HEUCNPaBHOCTAX YCTPOMCTBa, M6O
OTK/IIOYEHUN 3M1IeKTPO3Heprun 6onee, Yem Ha 1 4yac. He pekomeHAayeTcA
MCMoMb30BaTb  [JaHHYK OMuUM0  MpY  HOPMasibHOM  paboTe  YCTPOMCTBa, B

NPOTVBHOM C/ly4dae BCe JaHHble 06 nccrefoBaHuy 6yayT yTpadeHbi!!!

Lex
twb «ar ' xw ’s ce«>+J "' 0O i 'mm

BT “kaw

Punc.25 - MeHo «CUCTEMHbIe HACT POKW», (hNakoH

Takke B 3TOM OKHE MOXHO TMOMETUTb HEUCMPABHYIO SYeiKy, 4ToObl
n36exxaTb YCTAHOBKY B Hee (/lakoHa.

[nsa aToro Heo6Xxo4MMO B MpaBoe Nosie BBECTU HOMEP HEUCMPaBHOM SYenKM
(Hanpumep, sderika Ne 2) 1 HaxaTb KHOMKY «[loaTBepanTb». [pn 3TOM AaHHas
AYeiika 6yeT 0TobpaXKaTbCA YepHbIM LBETOM
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Puc.26 - 3kpaH LABSTAR 100 ¢ HemcnpaBHOM sueiikoi

Mocne ycTpaHeHNs1 HeMCrpaBHOCTEN B siuelike He06X0AMMO HaXKaTb KHOMKY
«Y[anMTb Bbl6paHHble MNapaMeTpbl», MPU 3TOM B MOME C HOMEPOM SUENKU

NOSIBUTCA «O», aadeiika byfeT 6enou, T.e. nycTon (puc. 27).

CUHNUM M«(Tp*(«s
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Puc.27 - BoccTaHOBNEHMEe NapaMeT poB A4Ueliku

3.3.3.4 basa faHHbIX
B 3TOM OKHe MO>XHO HacTpOUTb:

- OUnCTKY >XypHasia TeCTOBbIX JaHHbIX;
- Py4yHoe pe3epBHOe KOMNMpOBaHWE AaHHbIX;
- [MopknoyeHre K cucteme LIS.

cAlley KOID
@ aki]fmﬂﬂ:'

*ixjubM4r*ir J:

Puc.28 - MeHo «CucTeMHble HaCTPOiiKN», 6a3a faHHbIX

3.4 Topsagok paboTbl

34.1 3abop 06pasLoB KPOBY 1 APYrnX 6MOI0rMHECKNX XXAKOCTEN

3abop 06pasLoB KPOBU M APYruxX GMONOrMYECKUX XXMAKOCTE HEO06X0AMMO
OCYLLIECTBNSATb B COOTBETCTBMM C MpaBuiamMn, YTBEPXKAEHHbIMU B nabopaTopun ¢
NCMNo/Ib30BaHMEM crieupanbHbIX iakoHoB npoussoactea SCENKER Biological

Technology Co., Ltd. (6onee noapo6HY0 MHGOPMaLMIO MO UCCMeL0BaHUIO KPOBU

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



Tleperoa ¢ KUTANCKOrO M AHTMHIICKOrD A36IKOB HA PYCCKW A3BIK

M IpYruX GHOAOTMYECKMX HAKOCTell CMOTpUTE B AoKyMmeHTanuu Ha Cpenbl
nUTaTeNbHLIE BO pnakonax).

. KpoBr u apyrite GHONOTHYMECKHE JKHIKOCTH U TOCEBa ClETyeT
Opath, cobmionas mpasH.1a acenTHKH, ANd TOro, qro0sl W3bexkKaTh NOMAXAHUA
MMKPOOPTaHH3MOB H3 BHELMHEH CPEaLL.

° IMepen wucmoms3oBaHveM  (UIAKOHOB  BU3yamsHO  OTIPEAENSIOT
NPO3PauHOCTs  cpeabl.  T000e  NMOMYTHEHHE  CBHICTENLCTBYET o6 wx
HENPUTOAHOCTH.

. DakoHHl 10KHBI OBITH COTPETHI X0 KOMHATHOM Temmepatypw (18-
30°C).

. 3abop ¥ NoceB KPOBH HEOOXOAHMO TPOBOANTH BO BPCMA MOABEMA
TeMIepaTyphl, BHa4ane MOABIECHHA NNXOpaiky, [l1s B3STHA KPOBH HCMOTB3YIOT
crieuMaNbHbIe CTEPUILHBIE CHCTEMBI Aa 3a60pa KPOBK HIIH CTEPHIILHBIC HIMPALBI
Bo duakoHe co3aano paspexetue, uTo obnerdaeT moceB o0pasioB KpoBH BO
» dnaxon. Tlepea B3fTHEM KPOBH OTJIOMUTE Y (IIAKOHOB fLTACTHKOBHIE KPBILIKH H
s JesuHpekuuy 06paboTaTh BHYTPEHHIOIO KPEILKY candeTxod, CMOYCHHOH
70% STWNOBHIM CNMPTOM (WITH 3aMEHAIOMMUM AHTHCENTHKOM) B TCHEHHE 1
MUHyTH. KoXy Haa Iy AKTHpYeMOH BeHO# TILATE.TBHO oGpabotars 70% 3TH;I0BBIM
CTIHPTOM, 3aTeM 1-2% HacToiikol Hoaa 30 cek. [Tocne BeIckIxanug o6paboTaHHOro
yuacTka, Mpou3BeCTH BeHemyHkuwW:o. A B3POCIBIX MAUHEHTOB PEKOMEHIYETCH
MCNO:1630BaTh B Nape aspoOHbIl W aHa’pobubli ¢:akou. [Ipn ncnosb3oRaHAY
crcTeMb! s 3a6opa KPOBM TOCEB MPOU3BOARTCA CHayana B adpobHBIR {uaxoH
3aTeM B aHaspoOwubiii. (He W3BeKaTh UINy 43 BEHBl NMAGKEHTA BO BpeMA 3abopa
kpoBH. Tlocie OKOHYAHMS CHa4ana W3BIECHb WMTY H3 nakoHa, 3aTeM K3 BEHBI
nauuenTta). [Tpy HCHONK30BaHWK WMPHLA CHavana BHECTH KPOBb B aHa’poOHEIH
dnakon, a 3areM B a’pobumid. (M36eraiite nonagaHus BO3XyXa B aHa3poOHbIH
¢pnaxon). O6seM kposu oT 5 M1 20 10 M1 ans B3POCTBIX AT aspobHLIX PNAKOHOB,
oT 2w no 10 M 178 aHaopoGHBIX diakoHoB ¥ oT 2 M Z0 10 M ana feTed
(MeTKa Ha ITHKETKE ()TAKOHA MO3ROIACT OLECHHTE o0BbeM B3ATON KPOBH).

ONTHMaIbHOE  BbiAEJeHKe NATOTEHOB  JOCTHraeTcs MpHM  J00aBICHUH

45
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[NepeBox ¢ KMTAHCKONO H AHITMACKOTO A3bIKOE HA pYCCKHE A3IBK

MakCHMampHOoro obseMa oOpasua. IlepeMelaTe OCTOPOXKHO  KpYrOBBIMH
ABMKEHMSAMH COHEpKHMoe ¢uaxona. [locne 3aBepiueHus npoLEAYpHl HOZ
yaanaior ¢ koxu canderxoid ¢ 70% ITHIOBBIM CIHPTOM H obnacTe MpoKona
3aKpHIBAIOT nNedkomnacThipeM. (nakoHbl MapKHpYIOT C YKa3aHAEM damMuny,
MHULIMANOB, AATHl POXICHHA H JIaThl B3ATUA MaTepyala, H A0 TPAHCIIOPTHPOBKM B
nabopaTopuio COIEpXKaT NP KOMHATHOH TeMIepaType (18-30°C) B 3alIHILIEHHOM
OT cBeTa MecTe (He B XONOMWIBHYKE) He Gonee 24 4acos.
. CIHHHOMO3TOBYK XUAKOCTH (JIKKBOP) MOMYYAlOT MPH moMbanbHOM
4  [yHKUMH, pexe NpH NYHKUMH OGOKOBBIX XKENYNOYKOB MO3Ta, KEJATeIbHO A0
Havaa npHeMa anTuOHoTHKOB. O6NacTs MyHKUMH 06pabarhIBaioT 70% >THNOBLIM
cniuproM, 3ateM 1-2% Hactoiikoit #Hoza 30 cek. IlepBrie OpUAK JHKBOPA AMEIOT
caMblif BBICOKM#i TOTEHLUHMAN AN 3arpA3HeHHs MUKPOOPraHM3MaMHu ¢ KOXHBIX
NOKPOBOB H OJDKHBI 66Tk oT6pomensl. Cpasy nocne MyHKUMH HE MCHES SmMnu
He 6onee 10 Ma MONTYHMEHHOTO JIMKBOpA aceNTUYECKH CIEyeT BHCCTH B a’poOHbIi
dnaxoH (npr onpeleNeHHBIX KIHHMYECKHX CHUTYalHsX HeoGxoauM aHa3IPOOHEIH
dnakon). Bonsmme 06beMb! (5-10 M) MOBBILAIOT YYBCTBUTENBHOCTE KYJIBTYPE H
HEOBXOMMMS! 1A ONTHMATHHONO BHIAENCHHs TIPUXOTIMBLIX Gakrepuit M rpuboB.
Eciu ofseM nukeopa HeBonpwloif oT 2 A0 5 M, @ TakkKe JHKBOp OT nerelt -
CliefyeT MCIONB30BaTh aspobHbe (IakoHB! ANA ZeTeH. Obpasup HeoOX0oaUMO
OTIpaBHTh B 1abOpaTOpHIO VIS HCCIEAOBAHHA KaK MOXKHO CKOpee. 3T0 NO3BOJHT
TMOBBICHTh BEPOATHOCTh OGHApYKEHHs [MaTOreHHBIX MHKPOOPraHH3MOB. ITpn
XpaHeHHH M TPAaHCTIOPTHPOBAHHHM ClemyeT W3beraTb 4pE3MEPHOro NEperpesa H
0cOGEeHHO OXMaNCIeHHs (MOXKET GHITh HCTIONB30BAH TEPMOC HITH TEPMOKOHTEHHED
¢ Temnepatypolt 35£1,5°C). OxnaxkaeHue JHKBOpa HHXeE 30°C sengr Kk rubenu
MEHHHTMOKOKKOB. BpeMsa XpaHeHHs U TPaHCIIOPTUPOBAHHA HE JOMXKHO OsITh OoOnee
8 yacos.
. TIpu MCCNENOBAHKH KUAKOCTEH OpPraHW3Ma M3 CTEPHIIBHBIX B HOpME
nonocreil (NepuTOHeaIbHas, IUIEBpanbHas, CHHOBUANbHAN, INEpHKapAHATLHAA
KMAKOCTH) AN B3POC/IBIX peKOMEHIyeTca Oparhk WA KaXAoTo a’pobHoTO

dnakoHa oT 5 M 1o 10 M1, 1% K@XIOro aHadpoGHOTO (rakoHa OT 2 mn jgo 10 mx
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TMepepoa ¢ kKWTACKOTO ¥ AHMTHACKOTO A3LIKOB Fa PYyCCKnil A3bIK

uccaeIyeMOoi JXUIKOCTH, AA AeTelt UId Kaxaoro dnakoHa HEoGX0AUMO OT 2 MA
a0 10 M1 mccnedyemoit xuakoctd. OfaacTs MyRKNAY oGpabGatmeator 70%
STHIIOBBIM CIIUPTOM. 3ateM 1-2% HacTofikoil #ona 30 cek. Cpaszy nocne TyHKUWH
GHONOrHYECKYIO JKMIKOCTE 4CeNTHYECKH CJICAyeT BHECTH B aspobuetlt diakon
(IpM OMPCACHEHHBIX KINHHYCCKWX CUTYalUAX reobxoMM aHa poOHEIl :1akoH).
MuHUMATEHE OGBEM KWAKOCTH AnA BuigeneHus Oakrepuid 2-5 M, and
Bbiteenna rpu6os - 10 M. OGpasusl HEOOX0AHMO OTNPABUTE B naGopaTopHio
AT HCCICNOBAaHHS KaK MOXHO CKopee. DTO MO3BOJHMT NOBLICUTH BEPOATHOCTD
obHapykeHus MUKpoopranu3mMoB. Xpawuth Tpd KOMHATHO! Temnepatype
(18-30°C) ue Gonee 24 yacos.

U CKOpocTb ~ pocTa  MATOTEHHBIX ~ MHKpOOPraHW3MOB  TpAMO
NpoToplHoHAbHA 06beMY BHECEHHOr0 GHoMarepHana. OuTHMAIBHOE BBLIBIICHHE
[IaTOTEHOB TOCTHTASTCA NPU MaKcHMansHoM ofbeMe obpastia,

° Tocne 3a6opa W TIOCEBA KPOBH HIH OHONOTHYECKUX KuIKocTe
He06XO0IMMO OTOPRATh ¢ (GJIAKOHA MONOBUHY 3THKETKYA CO WITPHX-KOJIOM (sTOpYIO
NONOBMHY JTHKETKH OTOPBaTh HEBO3MOXKHO) M TIDHKICHTH €€ Ha Bnask

HATpaBlieHus Ha 1abopaTopHOe HCCAEA0BAHHE.

A TIpu OTPLIBAHWA DTHKETKH CO WITPUX-KOZOM HeoOXO0[MHMO CISIHTh 33 TEM,

4ToGH MHGOPMALUS HA HANpPABiEHUY H QrakoHe cosnaaanal

& O6pasusl HeoOXOIHMO OTTIPaBUTH B ;71a60paTOpHIO IS KUCCACAOBAHUA Kak
MOKHO CKOpee. ITO MO3BONHT NOBBICHTH BEPOATHOCTE OOHAPYKCHAA MATOTCHHEIX

MHKpPOOPIraHH3MOB.

3.4.2 3arpy3ka §.1aKOHOB

3.4.2.1 C ucrnonp30BaHUEM YCTPOHCTBA CUUTLIBAHWA LITPHX-KOAOB
OtkpoiiTe ABepiy OCHOBHOTO MOIY.A, KMWKHUTC KIABALIY «YCTaHOBHTH

hTaKOHED», HA JKpaHE aBTOMATHIECKU MOABUTCH AHATOrOBOE OKHO. C noMoueio
ycTpoiicTBa CUWTHLIBAHUA DITPHX-KOAOB CUMTANTE [UTPHX-KOA € OITHKETKH.
AHaIu3aTop AaBTOMATHYCCKH BEIICTHT AUCHKY AnA  PasMELICHHA drakoHa.

VeraHosHTe Gakos B BHIACICHHYIO AYEHKY U KTHKHHTE KHOTIKY «Y CTaHOBUTEY
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(npn 3JTOM Ha 3kpaHe MHTepdelica Takada fdeliKa BbICBETUTCS XENTbIM LLBETOM)
(puc. 29). YcTtaHOBWUTe BCe MMEIOLLMECA O/1A9 MPOBEPKU (1aKOHbI U HaXKMUTE
KHOMKy «loATBepauTb». 3aKkpoMTe [BepLy OCHOBHOro wmoayns, u OH
aBTOMaTUYeCKMN BO306HOBUT paboTy.
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Puc. 29 - YcTaHoBKa hakoHOB B siueiiky N° 66

3.4.2.2 C BBOAOM LUTPUX-KOAA BPYUHYHO
OTKpoiTe ABepLy OCHOBHOIO MOAYNS, KINKHUTE K/aBuLLy «YCTaHOBUTb

(hlaKOH», Ha 3KpaHe aBTOMAaTMYecKW MOSIBUTCS AMasioroBOe OKHO. BpyuHyto
BBEANTE B HeM HOMep LUTPUX-Koda C (uiakoHa. AHaM3aTop aBTOMATUYeCKM
BbIAENNT SYeliKy A71st pasMeLleHns dlakoHa. YCTaHOBUTE (U1aKoH B BbleNeHHYHO
Aveiky. KIMKHWTE KHOMKY «YCTaHOBUTb» (MpM 3TOM Ha [/1aBHOM 3KpaHe
MHTepdeiica 3Ta NO3ULUMSI BbICBETUTCS >Ke/TbIM LIBETOM). 3aKpoliTe [aBepLly

OCHOBHOI0 MOZY/ 15, U OH aBTOMaTU4eCK1 BO30OHOBUT paboTy.

Mpy paboTe OCHOBHOIO MOAY/S1 He PEKOMEH/YETCS 4YacTo OTKPbIBATb WM

[epXaTb ABepLy OTKPbITOA. ITO MOXET MPUBECTU K M3MEHEHWUI0 TeMnepaTypbl
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BHYTpU Moaynsa VMOBVHATL Ha pesy/ibTaTbl UCCNef0BaHUA.
3.4.3 BBog, 3anpoc 1 CTaTUCTUYECKUIA YUeT MHOPMaLM O NaumeHTax
BBog nHpopmaummn: BoignTe B MeHHO ynpas/ieHUst YCTPOUCTBOM, K/IMKHUTE

KHOMKY «[laHHble 06 06pasLe». Ha sKpaHe NosiBUTCS AUasioroBoe OKHO.

Tan

MR

OfamHue *4 ettpeue

nwrp aCvmt afiTTisu

«M txvntipcKx

W e

J.Hcan:: nk&3sewa A.

FOVHIMMA itnoVBgEaLL .
'W’

J«rtrOpieS 30p4BDO  r*fxi

Puc. 30 —BBog v 3anpoc gaHHbIX 06 o6pasLe

BBegute HomMep o06pa3uya B COOTBETCTBYHOLLEe MOfie, MCMNO/Mb3yA
crneumanbHoe YCTPOMCTBO CUUTBIBAHNA LUTPUX-KOAA UM BPYy4Hyto. locne aToro
BBeAUTE AaHHble 0 nauueHTe (PUO, non, BO3pacT, Ha3BaHWe OTAE/IEHUS, HOMEP
nauueHTa, uctopua 6one3Hn No, gata MpPoBepKM, KaTteropus obpasua). lMocre
BBO/a JaHHbIX KITMKHUTE KHOMKY «COXPaHUTb».

UTobbl 3anpocuTb faHHble, HE06XOANUMO BBECTM HOMep obpasua N HaxaTb
«cKaTb», cMcTema BblAacT BCIO MHopMaLuio 06 obpasLie.

[Ona nonydyeHns WHGopmMauun B rpamyeckoMm Buae BOMANTE B MEHHO
yrnpaB/ieHUs YCTPOIMCTBOM, K/MKHUTE KHOMKY «KpuBas pocta». Ha 3kpaHe

NOSIBUTCA [MA/IOr0BOe OKHO. K/IMKHWTE «3anpoc», MOSIBUTCS JUasioroBoe OKHO
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3anpoca. Mcnonb3yiiTe crieuuasibHOE YCTPOCTBO CUMTBIBAHMS  LUTPUX-KOZA.
YCTPOIACTBO aBTOMATUYeCKW BbIBEAET Ha 3KpaH WHGOpMaUMIO O NauueHTe,

napamMeTpbl 1 pe3ynbTaTbl UCCNEA0BaHMS U KPMBYHO pocTa.

rra

N

nes

Puc. S1- 3anpoc faHHbIX O nNauueHTe, Kpueasa pocTa

CTaTUCTUYECKWE [aHHble: BolianTe B MEHIO YrpaB/ieHUsi YCTPOWCTBOM,
K/MKHUTE KHOMKY «CTaTUCTUKa». Ha 3KpaHe AVasioroBoe OKHO CTaTUCTUKM.
CTaTUCTUYECKME [laHHbIE MOXHO (MbTPOBaTh MO AaTe, OTAeNeHMsIM, hamMUInm

naLveHTa, pesynbTataM UCC/eoBaHNi, HOMepY 06pasLia.

tn » \ B«

Puc. 32 - CTaTucTuVKa faHHbIX N0 (haMuinm naymeHTa
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Puc. 33 - CTaTucTuNKa gaHHbIX Mo gaTe

3.4.4 KynbTuBUpOBaHWe

Mocne ycTaHOBKM (hlakoHa OCHOBHOM MOAY/lb CUCTEMAa aBTOMAaTUYECKU
HauyHeT KyNbTMBUPOBaHME MWUKPOOPraHM3MoB. Temneparypa B OCHOBHOM MOAy/ie
nofgepxmeaetca Ha YypoBHe 35=bl5°C. Pama wmogenm LABSTAR 100
NoBOPaYMBaETCA C MOCTOSAHHOM CKOPOCTLIO 18 06/MUH.

3.4.5 BbiBeHME MNKPOOPraH13MoB

Livkn paboTbl aHaimsaTopa A1  BbISB/IEHUA  MWKPOOPraHMsMoB B
ANHaMUYecKoM pexxume 4nntcs 10 MyHyT. PnakoH ¢ Ky/ibTypoi Nof Ae/iCTBUEM
NPOAYKTOB  MeTabonm3ama  6GaKTepuin  HauMHaeT  CBETUTLCH, MNpPU  3TOM
(DOTO3/MIEKTPUYECKMIA  JETEKTOP OOHapy)KMBaeT TaKoe CBEYeHWe W Mocblnaet
COOTBETCTBYIOLMIA CUTHA/T B aHaMTUYECKUIA O/IOK CUCTEMHOrO KOMMbHOTEPa.
[MpepycmaTpuBaeTCca MNpeaBapuTe/ibHOE Mpeobpa3oBaHMe aHaIoroBoro curHana B
ANCKPETHBbIA CUMHa/n. Ha rfiaBHOM 3KpaHe WHTepgenica sdeilka, B KOTOPOWA
YCTaHOB/IEH (P/1aKOH, BbICBEUMBAETCS XKE/TTbIM LIBETOM.

3.4.6 CucTtema onoBeLLieHNA

Cuctema o06pabaTblBaeT CUrHasl, MOJIlyYeHHbIW OT [aTyMKOB, W Npw
BbISIB/IEHUM TMOSIOKUTENbHBLIX MPo6 cpabaTbiBaeT cuUCTemMa OMoBeLleHUs. Ha
rMaBHOM 3KpaHe WHTepeica SA4ellka, B KOTOPOM YCTaHOB/IEH  ()1aKOH,
BbICBEUMBAETCHA KPaCHbIM LBETOM. YaanimTe (1akoH 13 YCTPOMCTBA N UCMNO/b3YITE
obpaseL, ANs nepeceBa C LEeMbl NPOBELEHVS [OMNOMHUTENbHbLIX WUCCNeA0BaHWIM.

dnakoH, B KOTOpoM 4epe3 5 paHen (120 wyacoB) Noc/enoBaTe/lbHOMO
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KyNbTVBMPOBaHMS POCT MMKPOOPraHM3MOB He O00HapyXeH, OyfeT OTHeceH K
oTpyLaTeNbHbIM pesynbTatam. [lpy 3TOM cucTeMa BblgacT COOTBETCTBYHOLLIEE
ornoBeLleHne. Ha rnaBHOM 3KpaHe MHTepdeiica siueilka, B KOTOPOW YCTaHOB/IEH

CbﬂaKOH, BbICBETUTCA 3e/1eHbIM LIBETOM. PakoH MOXHO yAaNTb U3 yCTpOMCTBa.

OO0 OO0OO0OO0OO0O0O0
OO0 6 O6 OOO0O
o6o0o 6 6 66 06 6
OO0 OO0OOO0O®o0 0
6 B 666 6 6 6 06
606 666 6 6 6 O
000 0o PO ooOO
o600 oo 00000
6 6 6 6 6 6 6 006
OO0 0000 OO O 6 JmworwT  NENmEW

Puc. 34 - naBHbIN 3KpaH C KpacHbIMW U 3efleHbIMUW S4eiikaMu

A Mocne ypasieHNs MOMOXKUTENBHOINO ()1aKOHOB M3  OCHOBHOIO  MOAY/SA
aHanms3aTtopa HeobXoAUMO HeMe[/leHHO TMpPOW3BECTU TMepeceB W MPOBECTU
[OMONIHNTE/TIbHOE 1CCefoBaHre. 3TO MO3BO/IUT N36eXKaTb JTIOXHOI0 cpabaTbiBaHNSA
CUCTEMbI OMOBELLIEHUSA.

3.4.7 BbIrpyska 1akoHOB C Ky/IbTypoii

OTKponTe [ABepuy YCTPOMUCTBa W yaanmTe (NakoHbl C OTpULATENIbHbIM
pe3y/nbTaToM (3e/leHbld UBET Ha 3KpaHe MWHTepdeiica) UM MosoXKUTETbHbIM
pe3ynbTaToM (KpacHbIA LUBET Ha 3KpaHe MHTepdeica). 3aTeM KINKHUTE KHOMKY
«M3bATb  (pakoH». Ha 3KpaHe aBTOMAaTWYeCKM TMOABUTCA [Ua/IONOBOE OKHO.
BblbepuTe crnocob yaaneHus uiakoHa: no HoMepy obpasua, no HOMepy SAYeirKw,
WM MO OTPULATENBHOMY Pe3y/ibTaTy U KIMKHUTE KHOMKY «3bATb». [pn 3ToM Ha
rNMaBHOM 3KpaHe MHTepgeica sueika 41a yCTaHOBKM (pylakoHa BbICBETUTCS 6e/lbIM.
3TO 03HAYaeT, YTO (UI1aKOH C Ky/NbTypoi Obln yasieH U3 YCTPOMCTBa. Bbirpyska

(b/TakoHOB MO HOMepy o6pasua BO3MOXHa C WCMOo/b30BaHNEM YCTPOMCTBa A1
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CUATLIBAHUS LUTPUX-KOOB WM BBEEHWEM HOMeEpPa BPY4UHYl. Yaanute Bce

(hNakoHbI, FOTOBbIE K BbIFPY3Ke 1 HaXkMUTe «oaTBepaAnTb».

MN3baTb (hNakoH

Cnoco6 1o rc3a gasxorm

Hou»p 06pmup» <*/KIVhP rueiiks Bec oTpuuienibHble hocxoT

1> NAKH (m

Mopteepasn

Puc. 35 -Bbirpyska pnakoHoB

Mocne yaaneHve quiakoHa € KynbTypoii HE06X0ANMMO HeMEASIEHHO 3aKpPbITb

ABepLYy YCTPOCTBa BO M36eXaHWe 0XNaXaeHNs ero BHYTPeHHel YacTu.

KpaTkasi cxeMa paboThbl aHasm3aTopa npeacTas/eHa Ha puc. 36.
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Nepepoa ¢ KUTACKOTO W aHFAWITCKOrO A3LIKOB HA PYCCKHI S3bIK

Puc. 36 Baox-cxexa pabonm Avarusamopa LABSTAR

54
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3.5 TuTatenbHble cpegpbl 418 KynbTyp U 06/1acTb NPUMEHEHNS

3.5.1 TMuTatencHble cpefbl ANA KynbTyp

Tabnuua 9

HavmeHoBaHMe

Cpefa nurarensHaa Aons
Ky/IbTUBMPOBaHWA

aspo6os FKOHOH3® Bo
(hriakoHe

Cpepga nuTatenbHas

HeliTpanm3aTopamu
aHTNONOTUKOB ond
Ky/IbTUBMPOBaHWA
aspo6os FOHOH3® Bo
(hriakoHe

Cpepa nuTaTenbHas C
HenTpanmnsaTopamm
aHTMOMOTUKOB ans
Ky/IbTUBMPOBaHWA
aHaspobos HOHOH3®
BO driakoHe

Cpeza nuTaTenbHasa gis
Jeten c
HeTpanmnsaTopamm
aHTNBNOTUKOB ons
Ky/IlbTUBUPOBaHUS

aspo6oe HOHOHa® BoO
thnaxkoHe

Ob6bem
3abupae-
MOro
MaTtepuva
na

5-10 mn

5-10 mn

2-10 mn

2-10 mn

O6bem
nuTaTenb-
HOW cpefbl

25 mn

25 Mn

25 Mn

25 Mn

3.5.2 O6nactb NpYMeHeHUs

MprmeHe-
Hve

GopesLip!
O1O/OMVHECKO
ro Marepviaria
MaLYeHToB, He
MPVHAMBBLLIAX
AHTVIOVOTVIKU

ObpesLp!
O1OMOrVIHECKD
ro VeTepviara

MaLYEHTOB,
MPVHAVIBBLLX
AHTVOVOTVIKU

ObpasLip!
O10MOM4ECKO
ro Marepviaria

MaLyEHTOB,
MPVHAMBBLLAX
AHTVOVIOTVIKU

Obpasup

O10MOrNYECKO

ro Mereprara
Jeteli um

Apyrve
0opasLyl, C
TPYLOM
MNofJaHoLLYECS
3abopy

(MKauvoH

LLTpnx-
Kog/

M peHTn- ®oTo

-HblIl
Homep

XBZ

Niffin

XCR

XET

daKoHb! C NUTaTE/IbHOW cpe,q0|7| npeaHasHa4eHbl 419 Ky/IbTUBUPOBaHUA U

BbIABNEHNA MNATOMrEHHbIX MWKPOOPraHM3MoB B o6pa3u,ax KpoBMN W [Apyrmnx

CTEPUJIbHBLIX OMON0rNYECKUX XNOKOCTAX OpraHn3Ma Yesi0BEKa.

3.6 MopsAagok  3abopa  06pasyoB  KpoBU U

APYTUX  CTEPUNbHBIX

B1OMOrNYUECKMX YKNIKOCTEN

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



TlepeBon ¢ KATACKOro M AHTTHICKOTO AIBIKOB HA PYCCKU A3BIK

3.6.1 [Topsaok 3aGopa 0Opa3UOB KPOBA

3.6.1.1 Tlokasanus ans 3a6opa 00pa3Los KPOBH
Kak mpaBWlo, TOKasaHWeM JUIA  NPOBEACHUA  COOTBETCTBYIOUWIMX

KIHHUYECKIX MCCNEeI0BaHMH ABNSETCA TOABAEHHE OAHOTO WM HECKOJIBLKHMX M3
CEAYIOWMX CHMNTOMOB:
» llosbiwennas (238°C) wid NoHMMEHHAA TeMIeparypa Tena (<36°C);
» Q3100;

» Veeawuenwe kommuectsa efikounTto (Bonmee 10,0x109/n. ocoberHo

- "CABWT NEHKOUUTApHON OPMYNL! BICBO")
» KpoBoTeucHHe CIU3HUCTBIX;
» Kowma;
» [loanopraHHas HEAOCTATOYHOCTD;
» [TounkeHHOE apTepHanbHOE NaBNEHUE,
» [ToesimeHHbI C-peakTHBHEIH OTOK ¥ YHaLIEHHOE JIRIXaHNE!
s » Tlanuentol ¢ 3a60/ieBaHNAMH KPOBH HMEIOT [MOHMKEHHOE COACPKAHHE
TPaHy:I0UHTOB H TPOMOOLMTOB, W T.1.
3.6.1.2 YacToTa npoBeAcHUS HCCJICAOBAHUA
> 3afop o6pa3nos OOBMHO OCYUIECTBIAETCH B paHHHE W TNUKOBhIil
NIEPHO;IbI MOBBILICHUS TEMIIEPATY PbI TENA NANUEHTA,
» Ecan y mnauMeHTa WHMeeTca TIONO3peHHE Ha fakTepuaibHbIi
SHAOKAPIMT, MNpPOBOAATCS TPH  MUKPOGUONOrHYECKHX  MCCICAOBAHUA ans
BLICTEHMS NATOTEHHBIX MUKpOOPraHM3MOB, NpH JToM 3abop  Kposu
OCYIIECTRBIISCTCA HE MEHEE OJHOTO pasa B 4ac B TCHCHNC 24 yacos.
& » Ecau Do NpoBefcHHS MCCNEIOBaHWA KyNBTYpbl KpOBH NALHCHT

NOTy4an JleueHWe aHTMOMOTRKAMH B TeYeHHE OAHOH-ABYX HENCNL, [OCHE 9TOrO
HeOGXODWMO TIPOBECTH ABA-TPH MHKPOGHOTOrUMECKHX WCCNENOBAHHA KDOBH B
TeYyeHHe OJHOTo IS,

»  Oauu obGpasel] ZENUTC Ha B UM TPH HaCTH Kaxxaelil pas, u 3abop

OCYILECTBASETCA ABa-TPH pa3a B TEUEHUE 24 yacos.
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MNeperon ¢ KMTAHCKOro H AHTITMIICKOro A3LIKOB Ha PyCCKHIt A3BIK

3.6.1.3 O6bem 3abupaeMoro MaTeprasia
O6nem 3abupaemoro Marepraia cooTBeTcTByeT Tabmuue 9.

3.6.1.4 Iopanox o6e33apaKHBAHHA KOXH

X

> O6pa6oTars y4acToK KOXH. Tae OyaeT Mpov3BOAMTHECR TIPOKON A
3aGopa KpoBH 13 BeHEl, B TedeHHe 30 cexyna 70%-HBIM pacTBOPOM CITHPTA;
»  O6paborars HacTolikoit ona B Teuenne 30 cexyna win #ogogopa B
TeueHue 60 cexyna:
»  VYaanntk octarku #oaa 70%-HeIM pacTBOpOM CITHPTA.
¥ »  Tlocae Toro, Kax cnUpT UCTIapUTCH, OCYIIECTBUT 3a00p KPOBH.

3.6.1.5 Tlopaaox ofe3zapakuBaHus §.1aKOBa
»  O6pabotark pesnHoBylo mpobiky duakoHa B Teuenue 60 cexyna 70%-

HBIM PacTBOPOM CIIHPTA.

» C noMoubi CTEPUNBLHOR Mapid WM BarHOIO TaMIlOHa YAaluThb
OCTETKH CIIMPTA ¢ NOBEPXHOCTH PC3UHOBOH Mpobxu;

»  Bsectn 00pa3sisl KPOBH BO (h1aKOH.

> 3.6.1.6 XpaHeHHe ¥ TPaHCTIOPTHPOBKa 00pasiioB KpoBK

»  Tlocne 3aGopa obpasibl HeoOXOAUMO OTIIPABUTHL B JlaBGopaTopHio Ha

HCCCd0BaHHE,

»  Ecmu obpasen| He MOXeT cpasy e OBITh OTTIPaBJIeH Ha HCCICA0BaHWE,
OH MOXET XpaHMThCA MpH KoMHaTHOW TeMmueparype (18-30°C). He nomyckaerca
XPaHHTL GIAKOHH B XOI0{HOM TOMEUIEHHK;

»  HWccrnegopanne obpasua HeoOXOANMO HAYaTe HE MO3AHEE. YUEM HEPE3

24 yacos nocne 3adopa.

3.6.1.7 Kowurpons npu nosiyueHuit oGpasuos B naGoparopau
> »  Tlposeputh o06pa3snubl Ha HATHYMEC BHAWMONH MYTHOCTH, Hanera,

GaKTepHATHHOTO Fa30Ha, KOATY.ISIAH U APYTHX MPU3HAKOB pocTa GakTephii.
»  Tlposeputh cooTBeTcTBUE oObemMa o0pasua  YCTAHORICHHLIM

TpeOOBaAHUSAM.

.

»  [lpoeepurs ¢makoH Ha HanWyye Tewueld, TPEUIHH WM BHAUMBIX

3arpaA3HCHRH,

»  TIpoBepHTB COOTBETCTBYET 1M  HHQOPMAUWA Ha  DTHKETKE
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Tlepeson ¢ KWTARCKOTO H AHITINICKOTO F3LIKOB Ha PyCoknit 1iblk

HanpaB/eHHIO, a TAKXKe NPOBEPHTH NOJHOTY CBEACHHIA O MALMCHTE.

3.6.1.8 Topaok oTOpakoBkK 0Opas3LoOB
»  OnakoHsl He NPHHUMAIOTCA Ha HCCNEOBAHNE, eCIH WHQopMalus Ha

}G:1akoHe He COOTBETCTBYET HANpABJICHUIO HAa MPOBCACHHE aHATNH3a. (GIaKoHbI
MUMEIOT TPEUIHHbI WY BIIHMEIE 3arpa3HEHNS.

»  dnakous 6pakyiores, ecu mociie 3abopa obpasua npoiuno Gonee 24
YacoB, THN (:IAKOHA HE COOTBETCTBYET THUNY MCCACIOBAHWHA, CPOK AeHCTBHA
¢:1akoHa ucTek, 00beM MaTepralia BO QIaKOHE HE J0CTATOYEH 19 UCCIeN0BaHRS,
U T.A.

3.6.2 CuUHHHOMO3IOBYIO XHIKOCTh (JTMKBOP) TMOJYy4HaloT Ipu ToMbanbHo#M
NYyHKUMH, peXe NpU MyHRKUMH OOKOBBIX JKEIYNOYKOB MO3ra, XXenarellbHO 10
Hayana npueMa aHTUGROTHKOB. OGnacTs myHkuuy obpadaruisatoT 70% 3THNOBEIM
cniupToM, 3ateM |-2% Hactoiikoi ioaa 30 cex. ITepeuie NOPUWH NUKBOPA UMEKOT
CaMElil BBICOKHH MOTeHUMWAn ANMA 3arpsA3HeHHd MHKPOOPraHHIMAaMK C KOXHBIX
[10KPOBOB H AOMKHH GbITh 0TOpotIeHsl. Cpasy Nocnie MyHKIHH HE MEHEE 5 MA U
He Gonee 10 M1 MOTyHEHHOrO JIMKBOPA aCCHTHIECKH CTEAYET BHECTH B a3pOobHLIA
dnakon (TpH onpefefieHHBIX KIWHUYECKUX CUTYaLUHAX HeoOX0auM aHaspoCHEIH
¢nakon). Bonbinue o6kembl (5-10 M) NOBLILAKT YYBCTBUTEILHOCTL KYIBTYPhl H
HeoOXOMMBI UIH ONTHUMANBHOTO BLITENEHHA MPUXOTIMBBIX Oakrepwii U rpHOOB.
Fom o6beM MKBOpa He6o:bIoR oT 2 7o 5 M, a Takxe NWKBOP OT A€TeH -
cnelyeT UCMofb3oBaTh adpobHble nakous! A Aeteil. OOGpasunl HeoGXOAMMO
OTNPAaBHTE B Ta6OPATOPHIO IS UCCIICTOBAHUA KK MOXHO CKOpee. ITO MO3BOIHT
IOBHICHTE BEPOATHOCTE 0OHapyXkeHUs TNaTOreHHBIX MUKpoopranusaMoB. [lpu
& XPaHEHWH W TPaHCTIOPTHPOBAHHW CHEIYCT H30erate HYpe3sMEpHOro Meperpesa U

ocoGeHHO OXTTaXKICHNA (MOKET OBITH MCTIOIB30BAH TEPMOC HITH TEPMOKOHTENHEp
¢ Temnepatypoit 35+1,5°C). Oxnaxaenne nuksopa Huke 30°C peafr K rbeu
MEHMHTOKOKKOB. BpeMs XpaHeHHs ¥ TPAHCTIOPTHPOBaHNA He A0mkHO GHITE Sonee

8 yacos.
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Tleperon ¢ KUTAHCKOTO H AHTTHICKOTO A3BIKOB Ha pycckih f3bIk

3.6.3 [Ipu HccnenoBaHHH XUOKOCTeH OpraHH3Ma U3 CTEPUIBHHIX B HOpMeE
nonoctel (nepuToHeanbHad, IUIEBpaNbHAaA, CHHOBHANIbHAA, NEpPHKApAHANBHASA
XHAKOCTH) ANA B3POCHbIX peKOMeHmyeTcs Oparh MM Kaxaoro a’spobHOro
¢dnaxoHa ot 5 Mn o 10 M, Ana kaxaoro aHaspodHoro ¢nakoHa ot 2 Ma 1o 10 ma
HCCNeAyeMOit KHAKOCTH, 1A AeTeit Mg Kaxaoro ¢prnakoHa HeoOXoauMO OT 2 M
no 10 mn wuccneayeMoit xumkoctd. O6nmacte nyHxumu obpaGatesator 70%
3TUIOBBIM CIIUPTOM, 3aTeM 1-2% Hactolikoit iioga 30 cex. Cpa3zy nocne NyHKIHH
GHOMOrHYeCKy0 KUAKOCTh aCENITHYECKH CleNyeT BHECTH B adpoOHBIA ¢rakoH

» (npH onpexeneHHBIX KIHHHYECKHX CUTYaUUSX HeoOX0AuM aHa3poOHBIH (IakoH).
MuHuManEHEIH 00BEM KHAKOCTH JUid BbigeneHus Oaxrepuit 2-5 mn, And
BeiieneHns rpubos - 10 mm. O0pasuel HeoGxonMMO OTIPABMTh B J1aOOPATOPHIO
AN MCCNEAOBAaHHA KAK MOXHO CKOpee. 3TO TO3BONHUT IOBBICHTH BEPOATHOCTH
oOHapyXeHNS MHKPOOpraHu3IMOB. XpaHWTb @PM KOMHATHOH TeMIEparype
(18-30°C) He Gonee 24 yacos.

» 3.7 TonkopaHHe pe3yNbTaTOB
OO6bIvHO KpOBE H OUONMOTHYECKHE JKHUIAKOCTH 4YEJOBEKA HE COHEPXKHT
Gaxrepuii. bakrepnanbHas HHBa3HS MOXKET BhI3BAaTH DAaKTEPHEMHIO MIIM CEICHC.
CunTaeTcs, YTO NALHEHTHI C IHAOKAPAUTOM, SHAAPTEPHHUTOM, GpIoIHBIM THdOM B
paHHe#l craguW, Opyuemnesom crpajaioT oT OGaktepuemuu. Ilepemexarommasncs
OakTepueMHs MOXET COTMPOBOXAATE HEKOTOpble JpyrHe HH(EKIHMOHHbIE
3aboneBanus. Pa3Hble pes3ynsTaTel KYJNTHBHPOBAaHHS  aHANU3IMPYIOTCS B
3aBHCHMOCTH OT KOHKPETHOH CHTyauus. Pe3ynbraThl KyJIETHBAPOBAHHA HE HAKOT
4  OJHO3HAYHOIV OTBETA HA BOIPOC O HAJIMYAH OaKTEpHEMHH.
3.7.1 OtpruarensHble pe3yabTaThl
OtpuuarenbHbie pe3yETaThl MOXHO TOJIKOBATH CISAYIOLIMM 00pa3oM:
(1) BaxktepHeMHs OTCYTCTBYET

(2) TlauWeHT KMMeeT KIKHHHYECKME CHMUTOMBI, HO OakrepHeMHs He

oOHapyKeHa O CeaYIOWMUM NPHYHHAM:

»  MecTHbIi HHPEKUHOHHBIHA NPOLECe
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TMepepoa ¢ kuTalickore u aRTIMIICKONe A36IKOB Ha PYCCKHA A3IK

»  O6pasen comepxur Oakrepuu ¢ OCODBIMH  NHTATENLHHIMY
noTpebHoCTAMH, X1aMuauK, Gakrepun L-popMbl
»  Hesuinonuenue tpeGosanuii ko BpeMeHU 3ab0pa KpoBH
> [lpoBeaenue  aHTHOAKTEpHANBHON  Tepamuu A0  NPOBEACHNHA
HCCIIeAOBaHUS
¥»  llepuogwueckas HakrepueMus
Mephl 10 YCTPaHEHHIO NPUYHH (2):
»  noBTOpHb 3a60p U Uccie10Banne 00pa3LoB KPOBH.
3.7.2 TlonoXuTENBHEIE PE3YALTATHI
(1) TlonoxutenbHLIe pe3yAbTATEL, MOJY4EeHHBIC OIHOKPATHO!
»  Tlaroreunsie Gaxrepuu: Brucella, Salmonella u T.1. baxtepnemus
»  Canpodute:  Propionibacterium.  Staphylococcus epidermidis
Konramunanus
(2) TlonoXHTeNLHBIE PE3YALTATHI, [TO;TyYEHHBIC HECKOLKO pas:
» » Te xe GaKTepun: MEHMHIWT, YHROKAPAUT U GaKTepHEMuUs
» PasHeic GakTepuu (110 TPUYHHE NOJABICHUS UMMYHHUTETA): AEPMATHT

# GakTeprEMUs

4 Texunueckoe 06¢.TyKUBAHWE U TEKYLIHHA PEMOHT
4.1 TexHuueckoe obC.TyRKMBAHWE, OCYIIECTBIAEMOE MOJTB30BATEICM:

Bua o6cmyxvBaHus LABSTAR 100
O4YHCTKA BO3IYUIHEIX HUILTPOR MPECHOMH | pa3 B 2 HeAECTH
BOAOH
» YGopka neuH B paboueit 30He ananru3aTopa | | pa3 B 2 Mecsila
OuKcTKa MPONUTHIX KUAKOCTER Ha B cniyyae YTEUKH HITH NIOBPEXACHUA
aHATTH3ATOP ¢prakoHa yAANNTH NPOIMATYIO

KHIKOCTS B COOTBETCTBHH ¢
npouenypo#l AEKOHTAMHUHALMH,
pekoMeH0BaHHO| B naGopaTopHu.
TMoc:ie ae3uHbeKUMY NpoTEPETh
BIaXHOM candetkolt (cMoYEHHON
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Teperoa ¢ KHTAHCKOro U aHrNHICKOTO A3bIK0B Fa PYCCKUI AIBIK

TOI6KO BOAOK) H IPOTEPETH

Hacyxo.
QUUCTKA MPOJUTHIX KUAKOCTEH BHYTPH ITponuThbie BHYTPY aHAIH3aTOPA
aHam3aTopa o0paslEl HEOOXOAHMO YIAJTHTE H
NPOBECTH AC3MHPEKINIO
NOBEPXHOCTEH B COOTBETCTBHM C
! YTBEPXACHHON MpoLieypoi.
[TpoBepKa YMCTOTH ZAT4HKA (ACTEKTOPA) 1 pa3 B 3 Mecaua, mpu
aHaTTA3aTopa HeOOXOAUMOCTH OYHCTHTE CYXUM
BaTHBIM TAMIIOHOM
[Tposepxa BEIXOAHOTO HANPAKEHHA 1 pa3 8 6 mecALUEB
cTabuNH3UPOBAHHOrO HCTOYHHKA NUTARKA
TlopnepxaHnue 33JaHHON TeMIIEpaTypel 1 KpyraocyToyHo
BIAXHOCTH B Taboparopuu
OTKIIOYEHHE MATAHKS HA aHATW3ATOPE B [Tocne BO30OHOBICHHSA NMUTAHHA
cAyYae OTKIIOYEHHUS IEKTPOIHEPIHH BKHIOYHTE aHAIA3ATOP
BLIKTFOUHTE MUTAHHE AHATA3ATOpa H Uepes 3 MAHYTHI TIOCTIE
» nepe3any cTHTh 3aHOBO B CTyuae nepefos ¢ | OTKModeHus

CHUCTEMOH CUTHAIN3alHH W HCBO3MOXKHOCTH

| HCMIPaBNICHHA ouoKy

4.2 Bo3MOXHBIE HEUCTIPABHOCTH U HX YCTPAHEHAC

Kareropus

IprunHa Cniocofrl ycTpaHeHus
HEHCTIPaBHOCTH
ayp nuranus IpoBepHuTb NONKIIOYEHHE
OTCYTCTBYET HITH MHypa TATaHuA ¢ 06enx
& BBICKOYMST W3 THE3Ja. CTOPOH.

CoHoii nUTAaHUA B
Brik:rouareis (INTaHUA YC»TaHOBHTB BHIKAIOMATENE B

OCHOBHOM MOy e
OCHOBHOIO MOIYNA TIONOXKERNE «BKITIOYEHY (OH

HAXOJHTCA B [TONOXKSHHH | PacIiONIOKCH B HHXKHEM

«BBIKITIOYCHY, MpaBoM YTy Ha 3aiHeH

naKe1y OCHOBHOTO MOTYJIN).

&1
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[TepeBoa ¢ KUTARCKOro K AHTITHITCKOrO S36/KOB HA PYCCKHUTT A3BIK

[Toreps crszu [TK ¢
OCHOBHMM MOZYIICM

KoMMyHHKALIHOHHBIH
kabe:Ts cea3n Mex Ty [1K
WU OCHOBHBIM MOAYJICM
OTCYTCTBYET W.IH MI0X0
MOJCOCAHHEH.,

[TpoBepHTh MOAKMOYCHHAE
Kabens ¢ ofenx CTOpOH.
[Tepe3arpy3uTh OCHOBHOI
MOy 1b.

CIVIOKOM BbICOKAA

1. CokpatuTh Bpems

TeMIiepaTypa 8B OTKpLITON ABEPH TTPH
Curnan o npeBbIlIeHHA | HHKyOaTope. 3arpy3Ke/BLITpy3ke
J0NyCTUMOit ¢1akoHOB
CnumKoM HU3Kas
' 2 TEMIICPATY bl 2. OuUCTHTE DKpaH GUIBTPa.
TeMIeparypa B
3. [IpoBepuThs TEMNIEPATYPY
UHKyO6aTope.
8 oMeuleHuy naboparopuu.
Ecny aHanu3aTop HaXOAUTCA
B OTKPBAITOM COCTOSHHHU HIH
Hccaenosanue
HMEET MECTO OTKIIOYCHHE
NpeKpalnaeTcs Ha

nepuoa Goee 30 Mun.

nuraHng Boee 30 MUHYT. TO
Bce durakoHsl noamexar
0TOpaKoBKe.

[ToTepa manHbIX

1. CkonupoBaTh AaHHLIE U
o0paTHTbCA K
aucTpubsroTOpY ..

2. Bce (prakoHE! TOIENKAT
o1OpaKoBKe.

Oumnbka ¢naxkoHa

1. ®nakoH HEMpaBHIILHO
YCTAHOBJ/IEH B AUCHKe

2. daaxon yopaH us
ycTpoiicTBa

3. TTo3HIMs KOHTPO.T
HeTIpaBHITbHAS

4. ObopynoBanHue
MO3UITUH KOHTPONA
HEHCTPaBHO.

1. [IpaBuABHO YCTAHOBUTH
dnaxon

2. BepHyTb OTCYTCTBYIOUIHE
¢1akoHHI B 1MOI0KEHHE
TIO3ULKHM KOHTPONS.

3. Y6path ¢.1akoH H3
HeNpaBU.1bHO# NO3MLKH U
nepe3amycTHTh aHATN3aTop.
4, OTKMOYHTE HEUCTIPABHY O
MO3AUMIO KOHTPOJIA.
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TMeperoa ¢ KHTANCKOTO W HTNHACKOTO A3LIKOB Fa PYCCKui 361K

. CMEeHHTD IUTaBKHH

ARajii3zarop He ITeperopen n.taBkuif

NpeIoXpaHATENs (SA.,
BK.Ti0UaeTCA TIPCAOXPAHNUTETh

220B).

VY6path {urakoHb!, BpeMs
AHanusaTop pate & P

HHKYOaIuy KOTOPEIX
TIOTHOCTLIO 3aM0THEH

HCTEKJIO.

A B ciyuae HEBO3MONKHOCTH  CAMOCTOSTEIBHOTO  YCTPaHCHHA
HeWcnpasHocTed  ofpaTWTech B CEPBHCHBIH  LEHTP  YIONHOMOHYCHHOrO
& npejcTaBuTeNs Npou3BoauTens s PO.
5 XpaHeHne ¥ TPaHCTIOPTUPOBAHHE
5.1 Tpancnopruposanue
VYnakosanHoe MU TpaHcnopTMpYHOT BCEMH  BHIaMM  3aKpBITHIX
TPaHCHOPTHBIX CPENCTB, B COOTBETCTBMM C MpaBHUNaMM [EPEBO3OK TPY30B.
nefiCTBYIOIIMMH Ha AaHHOM BHJE TpaHCIopTa.
PasMemenHe ¥ Kpennenne suukos ¢ MM pomxso obecriewuBaTh WX
» YCTOIUUBOE TOTOKEHWE, HCKMoYast BO3MOXKHOCTE CMEMICHHS SIIWKOB M yAapoB
MX JpYr O Opyra M O CTEHKY TPaHCIIOPTHEIX CPEJCTB.
Ycnoeus TpaHeniopTHPOBaHKA:
Jluanason Temnepatyp okpyxatotleii cpessl: o MuHyc 20°C a0 natoc 55°C;
JInanason OTHOCHTENRHOM BlaxHocTH: 45- 95%:
JluanazoH aTMoctheproro dasnesns: 50,0 kI1a—106,0 xlla.
5.2 XpaHenue
Tpu yraxoBKe B AEPEBAHHBIC AMKY HA YTAKOBOYHBIX MECTaX yKa3aHa
JOTIYCTHMas BHICOTa WITabenHpoBatis ALUIMKOB APYT Ha Apyra, HE Gonee 2 (aBYX).
It obecneuenus BopMaibHOM paGotet MM HeoOXoHMO yCTaHABMABATE H
XPaHUTH B CACIYIOUIHX YCTIOBHAX:
» Temnepatypa okpyxatotmeii cpespl: oT mroc 10°C no nmoc 30°C;
» OTHOCHTENbHAdA BNAXKHOCTE: 45- 85%;
» ArMocgepHoe aasienne: 86,0 klla —106,0 kI1a

» VerpoiicTBo HeoGXoauMo Gepeus OT MOMafaHns MELTH, OPAMBIX CONHECYHBIX

63

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



TMeperoa ¢ XMTAACKOrD W AHCTUICKOTO S3H/KOB Ha PYCCKHIL A3BIK

ayueil, XKHUIKOCTel, arpecCHBHBIX ra3oB, a TaKkKe HC noasepraTb BO3JEHCTBUIO

BHOpaNuit H CHIIBHBIX 3ICKTPOMArHUTHBIX MOJEH.

6 ["apanTuiianie 00A3aTe1LCTBA

TpoussoauTtems rapaHTupyer coorsercTeue MK ycTaHOBICHHBIM
TpeGoBaHMAM CTAHARPTOB M JOKYMEHTALMHA MPOW3BOAWUTENS TIPH cobmoaeHuu
YCIIOBHA TPAHCMOPTHPOBAHUSA. XPaHEHHA, SKCILTYaTalMH.

Cpoxk cnyx0Obt — 10 neT.

TapauTuiiHEL CPOK YKCILTYyaTauny — | ToJ ¢ MOMEHTA npuodpeTeHuA.

TapaHTHifHBIH CpOK XpaHeHHs — 2 roja.

[Tpos3BoaAUTENE HE HECET OTBETCTBEHHOCTH 32 KaKo#i-nibo TpUYAHCHHELH
ymep6 WMIH TOBPEXACHHA TIPW MCMONL3OBAHWM AHAAM3IATOPOB, NOKA HE 6yaer

AO0Ka3aHa €ro BUHa.

7 TlopANOK OCYUIECTBIACHHS YTHIH3AUMM M YHHYTOXCHHA MEIHIMHCKOrO
H3JETH.
W3mende T[OATEXHT YTHAM3AUMK B COOTRETCTBHH ¢ JACHCTBYIOWIMM

sakoHoaarenbcTBoM Poccufickoit dPeaepalli Ha MOMEHT YTHIH3RIHUMH.

CocTaBHEIE  HacTH  aHanMsaTopa,  OTHocsTes K kmaccy A
«DMUACMHOIOTHYecKH Ge30nacusle  OTXOABL. [0 COCTaBy TNpPUOMINKEHHLIE K
TBEpRIM GHITOBBIM OTXOJAaM» Y YTUINIHPYIOTCA B COOTBETCTBHH C TpeOOBaHHAMH
CanlluH 2.1.7.2790-10.

BuosorHueckue ofpasisl MOTYT COAEPNKATH MMATOTCHHBIC MAKPOOPTaHH3MBI,
B TOM WHC/JE BHPYC rematiTta B W BUPYC WMMYyHOZCQUUWTA 4YE/IOBEKA (BAY).
NO3TOMY Cpeasl BO (prakoHax OTHOCHTCA K Kfiaccy b - «OnuaeMHONOrHIECKH
ONIACHHKIE OTXOIbI» ¥ TPEGYIOT COOTBETCTBYIOMMX MED NPEAOCTOPOXKHOCTH NIPH HX
yT:m3anvm cornacho CanlTuH 2.1.7.2790-10.

Ucnionp3oranaeie Qrakous! Mognexar ofe3zapakusaHuio. Ecnn nabGoparopus
OCHAIIEHAa aBTOKIIZBOM, TO 06€33apaXXUBAHHE TTPOM3BOIMTCA ABTOKIABHPOBAHHEM

(BO3aeiicTBHE BOAAHOrO I1apa Mol nasneHuem) npu Temneparype 121°C n
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TMeperoxt ¢ kKUTAWCKOTO ¥ AHFIWICKOTO A3BIKOB HA PYCCKHit ATBIK

Aagiaenun 1.2 atm. 20 muHyr. Drnakonbl ¢ OCTATKaAMM KpOBM MAW JApPYTuX
Guonornueckux 00pasioB, 3aKPHTHIC KPbILUKaMi, cCOOMpPatOT B YCTOWYMBBIE ANA
BBITEKAHUA KHAKOCTH €MKOCTW WM TNACTHKOBLIE MAKCTHI, TIPHTOAHBIC ITIA
dusmueckoro Mmeroga o6e33apaKUBAHHA M TNOMEWAOT B aeTokmas. [locre
ABTOK/ABHPOBAHHA OTXOAK [EPEMEIAIOT B JKEITHE NAKETHl ¢ MapKHPOBKO#H
«MeauumHcKue oTXons! Knacca By, OTBETCTBEHRBIH 3a cOOP OTX0A0B B JAAHHOM
MEIVIMHCKOM I1I0APA3IeICHHY  3aBA3BIBAET TMAaKeT WIH 3aKpHBacT €ro ¢
HCNONb30BaHUEM GUPOK-CTAXEK MM APYTMX NPUCNOCOOneHNiE B yKa3biBaeT Ha
apneike fnaty, spems, ®.H.0. orsercTBeHHoro muua. [lakeTsl yaandioT B MeCTa
BPEMEHHOTO XPAHEHUsS OTXOJIOB [ MOCKEIYIOUIEro BbIBO3A W yTHAU3aMK. Ecau
naGopaTopus RE OCHalleHa aRTOKJIaBOM, 00¢33apaXKWBAHWE TNPOU3BOAUTCA €
HCTIONb30BAHHEM APYrMX METOA0B, YCTAHOBJICHHBIX MECTHBIMW HOpPMaMH H

fIpaBUJaMH.
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Tlepero ¢ KHTANCKOrO 1 AHTNTHIICKOro S3bIKOB HA PYCCkiii A3RIK

8 TTpunoxenne A

CeefcHUs 00 UCTLITABKAX ¢ HCNOAE30BAHHEM [IITAMMOB AMEPUKAHCKOR

KoJuteKuuy THIOBEIX KY1b6TYp (ATCC)

Meton ofHapyxeHHs
HravmMe Koa Ycnosus NaTOreHHBIX Peay:ibTaTet
uITAMMA :
MHUKPOOPTaHHIMOB
CpaGarpipanue
Neisseric meningitidis | ATCC13000 | TeMeparypa | Bpews | Kyrerypa, suanncias CHETEMEL
(C) (4) aNAM3ATOPOM ONBOBELIEHWR
AHANKIATOPA
CpadarnisanHne
Haemophilus influenzae | ATCC19418 35 <72 | Kyaerypo. BeARTCHHAA CHCTEM B!
AN IZTOPOM QIOBCILCHUA
*' I AHANW3aTopa
' CpabaTnieanue
Str?pmcoc_cm' ATCC6305 35 <73 Kynniypa. BLIABICHHAA CHCTOMbBI
pheunioniae SNUATHIATOPOM ONOREICHHS
aHanu3arapa
Cpalarmsaitue
. KyaeTypa, BuissaeHnan CHCTEMN
Streptococens pyogenes | ATCC19615 33 <72 Al ARSEIOPON OMOBELICHAN
anaju3aropa
CpaGarpisanue
, Kyasrypa, RulaniieHHas CHCTEVIR
Pseucdlomonas eruginosa | ATCC27853 35 <72 AHETHILTOPOM S —
anaIHIaTopa
Cpadaresanne
! . Kynutypa, BRISBICHHAR CHCTEMB
4 Candida albicans ATCC18804 35 <72 SHETHIATOPOM onoBCILEHNS
anamzaTopa
CpabatbiBanue
. - Kynh1ypa. BRSRICHNAN CHCTEMB
2 ]
| Sraphylococens awreus | ATCC25923 35 <72 aNRTNERTOpOM omOBELCHIA
AURTH3ATUPA
Cpabatyiaanie
oy . Kynntypa, BuisRISHUAA CHCTEMI
: )
Escherichia coli ATCC25922 35 <72 ANATHIATOPOM HDBBEHI
AHAIH3ATOPA
CpabarwiBaine
. . Kyasrypa. shianneinias CHCTEMBI
. . g 2 B
Alcaligenes foecalis ATCCR750 3s <72 UHATMITTOPOM anasetiEkiN
AMWIRIATOPA
CpaGaruisanue
. ) . ] Kynerypa, BhigB.TeRHAS CUCTEMBI
Clostridium histofvticum | ATCC19401 35 <72 HEARAATOPOM OMOBCIIEHHS
» AHANWIITODPY
CpafaToiealne
' - . . Kynwrypa. BLABICHHAS CHCTEMBS
| Clostridium perfringens | ATCC13124 35 <72 AHRINSATOPON OMOBCLICHHS
ananusarapa
Cpabarsisanuc
. e KyasTypa, BHan/1e1IHas CHCTCM I
Bacrervides fragilis ATCC25285 35 <72 ARLIHIATOPON OOBCLICHAS
auaaHIaTopa
Cpafathipanue
; Ky 151y pe. BoISBICHHAR CHCTEMB
o S
Bacteroides vulgatus ATCC8482 35 <72 AHATH3TOPOM —
AANKIATOPE
66
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Meperon ¢ KHTARCXOTO U aHFIUIHCKOTO A3LIKOB Ha PYCCKMIT RIBIK

9 lpunoxenne B

TpeboBauus k Ge30MaCHOCTH. METOA HCIIBITAHWI W HOPMBI NPOBEPKH (10
craHxapty GB4793.1-2007)

B0 Ycnosus npuMeHeRus npuopa
a) J1;11 MCMOAB30BAHHA B MOMELLEHWH.
b) Temneparypa: 10-30C
c¢) Bnaxuocts: He 6onee 85%
3> d) TpeGoBaHuA K 3NEKTPONMUTAaHUIO: KoneGanug TONAYUH SHEPTHH HE AOTDKHE!
npeBhiwath 10% cTaHAAPTHOTO HATIPSKEHUA
e) Knacc neperanpmkenus: K1ace AMHAMUYGECKoro nepeHanpmkenud 11
f) Yposenisb 3arpasnenns: knacc II
Bl MapkupoBKa H JOKYMEHTEI
Bl.1 MapkupoBka
B1.1.1 O630p
4 TpeGosanua: HazoucH n CHMBONK Ha BHEUIHEH ynakoBKe NOMKHBI OTBEYaTh
TpeboBanusam nyukra 5.1.1 B GB4793.1-2007.
Merox ucneITaHmii: MyTeM BH3YalbHOMO OCMOTpA.
B1.1.2 Mapkuposka
TpeGopanua: MapKHpOBKa Ha aHAJW3aTope JA0MKHA OTBeYarh TpeOOBaHUAM ITyHKTA
5.1.2 8 GB4793.1-2007.
MeTo UCIIBITas|i: Iy TEM BH3YATBHONO 0CMOTpA.
B1.1.3 UcToYHUKH CETEBOTO ITHTAHHA
Tpe6oBaHUA: MAPKAPOBKA Ha aRanu3aTope JONKHA OTBEYaTh TpeGoBaHHAM ITyHKTa
5.1.3 B GB4793.1-2007
a) poA ToKa UCTOUHKKA [THTAHHA,
b) HOMUHAIbHOE 3HAUEHHE HAMPKEHU.
¢) MaKCHMa.IbHad HOMHHAIbHAA MOUIHOCTb.
MeToa HCMEITaHWi: TYyTEM BU3YANLHOTO OCMOTPA.

B1.1.4 TIpeaoxpanuTteib
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Mepeson ¢ KHTAACKOTO W 2HTWICKOTE A3LIKOB HA PYCCKAN 3Bk

TpeGosauua: OH J0KeH oTBeyars TpeGosanuam myHkra 5.1.4 B GB4793.1-2007.
MeToa HCNBITAHKI: MYTEM BH3YRNHHOM OCMOTPA.
B1.1.5 KiieMMEL, COEIMHEHNS 4 YCTPOHCTBA YNPABICHUA
TpeGosaums: HasHayeHWe KieMM, COeJMHMTeNeldl W HMHANMKaTopa HeoOXOmMMMO
yKa3sarh, €cu 310 Tpebyercs B Lelax cobmonenus mep 6esomacnoctu. Ecnv ans
3TONO HEJOCTATOYHO MECTA, MOYXKHO HCHOMB30BaTh cuMBon 14 Tabnwne 1.
MeToa HCNBITAHHIA: ITyTEM BH3YAIBHOI0 0CMOTpA.
B1.1.5.1 Knemma
TpeGoBaBua: KNEMMEI AOMKHE! OLITh PAaCTIO3HAHB,
MeToa HeneITaHHH: MyTEM BU3YANbHOTO OCMOTPA.
B1.1.5.2 KneMMu! 218 COeIMHEHUS C UCTOUHUKOM CETEBOTO MHTAHKA
He npumenumo
B1.1.6 Bukmouareau
TpeGoBanns: AOMKHEI COOTBETCTBOBATh TpeGoBamuaM nynkra 5.1.6 crauzapra
GB4793.1-2007.
MeToa HCILITAaHUWI: MyTEM BU3YabHOIO OCMOTpA.
B1.1.7 OGopyaoBaHHe, 3aWIAIICHHOE ABOHHOI MM YCHICHHOR H30oNAUMEH
TpeGosanus: A0:KHO 0TBEYaTs TpeGoBatnaM myHkTa 5.1.7 cranaapra GB4793.1-
2007.
MeTox ucnieiTaRnii: MyTeM BU3YATkHOIO OCMOTpA.
B1.1.8 PacnpeaeauTesHas kopobka
He npumenumo
B1.2 Tlpeaynpexaatomive HaAMACH
» TpeGoBanna: JOKHE! OTBewaTh TpeGoBaHMAM myHKTa 5.2 cranmapra GB4793.1-
2007.
MeTon ucnbITaHUi: IIyTEM BH3YyalbHOTO OCMOTpA.
B1.3 CtoltkocTh MapKHPOBKH
Tpe6oBanus: MapKMpOBKa JOJKHA OTBEHATH TPeGOBAHHAM MONOKEHUIA cTaHaapTa
5.1.2-5.2 ¥ ocTaBaThcd paNIMIHMO# TIpH HOPMANIBHBIX YCIOBHAX.

MeTo; HCMBITaHWA: corIacHo MyAKTY 5.3 crangapta GB4793.1-2007.
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fepesoa ¢ KUTAACKOrO U AHTITCKOrO A36IKOB Ha PYCCKHiY 431K

B1.4 foxyMeHTauus
B1.4.1 O630p
TpeGosanss: cooTBeTcTBHE TpebomaHuAM mynkta 5.4.1 crangapra GB4793.1-
2007.
MeToa MCHRITARNI: TyTEM BU3YaIbHOTO OCMOTPA.
B1.4.2 TiepeueHs HOMUHATBLHBIX NAPAMETPOR
TpeGobauus: cooTsercTBHe TpeGoBaHusM mywkra 5.4.2 crangapra GB4793.1-
2007.
Metoa ucneiTanuit: MyTeM BH3yanbHOTO OCMOTPA.
B1.4.3 YcranoBka 060opyaoBaHus
TpeGosauus: cooTBeTcTBHE TpeCoBaHHAM MyHKTOB 5.4.3 a). b), ¢) cranzapra
GB4793.1-2007.
MeToa ucnbITaHWN: MyTeM BU3YaILHOIO 0CMOTpA.
B1.4.4 Dxcnoryaranus o60pyToBaHHA
TpeGoBanus: HeoOXOMMO BKITIOUHTD CIEAYIOUIUE UHCTPY KIHH:
a) UaenTuduxaumus 1 UCNoNb30BaHUe KOHTPOILHEIX KHOMOK B paboyux ycnoBusXx.
b) PacimudpoBka cHMBO108
¢) UHCTpyKUMH 10 MOIKITI0IECHIIO
MeToa McIEITaHu: Ty TeM BH3YANBHOTO 0CMOTpA.
B1.4.5 Texuuueckoe obctykWBaHue obopyoBaHNA
Tpe6Gosanua: B cieUHGUKAHAX JODKHE! ObITE YKA3aHE! CTEAYIOUHE MyHKTE:
a) TlpeBeHTMBHOE TEXHHuecKkoe OOCIIy)KMBaHME M [IPOBEPKA HEMOCPEACTBEHHO
TNO;TL30BATENEM.
[ b) JleTanu, KOTOpEIE MPOBEPAIOTCE HCKITIOYUTEIBLHO TIPOUIBOTHUTENIEM,
¢) Kilacc 1 XapakTepucTHKH MPEA0XPaHATENA.
MeToa HCIBITaHMEL: TyTEM BH3YANBHOIO OCMOTPA.
B2 3ammTa oT nopaxeHus MeKTPUICCKUM TOKOM
B2.1 O630p
B2.1.1 TpeGoBanus

TpeGoBaura: Heobxoaumo obecneynTh 3alUTY OT YA2pa OSNEKTPOTOKOM B
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Mepesoa ¢ KUTABCKOTO W AHMTHITCKOTO A3LIKOB HA PYCCKHH A3bIK

HOPMAIBHBIX YCIOBMAX MM YCIOBMAX OTKa3a OHHOro JemeHTa mnpubopa.
Buewmnne yactu npuopa He AOKHBI (IPEACTABNATH ONACHOCTH MOPAXKEHHA
2IEKTPOTOKOM.
MeTol WCMBITAHUA: ONpPENE/IHTb, MOXeT JIM TONB30BaTeIbL B rpouecce paboTel
NPUKOCHYTBCA K COOTBETCTBYIOIIECH YacTH COIIaCHO HOpPMaM TIYHKTA 6.2..
YCTaHOBUTB, JOCTHT2ET NH pe3yabTaT WCNbITAHWA TPaHWYHOrO ToKasaress
cornacHo mMyHkTy 6.2. [IpoBepUTE Ka4ecTBO COIAacHO METOIY, H3JIOKECHHOMY B
nyHkrax 6.4-6.11.
B2.1.2 UckmoncHus
He npumenumo
B2.2 [Iporepka AOCTYNMHOCTH JacTeil 000pyaoBaHus
Tpebosanuus: HeoOXOAMMO COOTBETCTBUE TpeGoBaHMAM myHkTa 6.2 B CTaHAapTe
GB4793.1-2007.
MeToa HMCIBITaHMA: COTMAcHO METody, YKasaHHoMy B WUyHKTe 6.2 craHzapra
(GB4793.1-2007.
B2.2.1 lposepka
TpeGoBanus: Heobxonumo coorpeTcTBue TpebGoanusM nyHkra 6.2.1 cranpapra
GB4793.1-2007.
MeTtoa HCNBITAHMS: COTIIACHO METOAY, YKa3aHHOMY B IIyHkTe 6.2 cTaHgapTa
GB4793.1-2007.
B2.2.2 OTBepcTH 1181 ONMACHEIMI LTS KW3HY HaCTAMH
He npumenumo
B2.2.3 OTBepcTHA AN OPraHoB [IPCABAPHTENBHOR HACTPOHKA

He nprMeHuMO
B2.3 Tpeaenbio AOMYCTUMBIE 3HAYCHUA 1.1 JOCTYTHBIX YacTedt
TpeGoBaHus: JAODKHBI coGmiomathes TpeGosanua mnyHkTa 6.3 craniapra
GB4793.1-2007.
MeTon WCIBITAHMIT: ONPENEIEHHE COOTBETCTBHA IPAaHHYHBIM TIOKA3aTeIM
cori:acHo MeTody 6.5.1-6.5.4 ctanaapra GB4793.1-2007.

B2.3.1 3Hauenus Ans ycnoBri HOpMaJIbHOTO NIPHMCHEHHS

0
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Mepeson ¢ kUTAACKOTO W AHTAWICKOrD A3LIKOB Ha PYCCKRt 361K

Tpe6GopaHns; OTPaHHUYEHHUS HANPKCHUA COCTaBIsMoOT 33B (cpemneksaapaTniHoe
3HaYeHuEe) U 46.7B (nukoBOE 3HAYECHUE).

MeTon WCTIKITAHHIA: COMTacCHO METOAY, YKasaHHOMy B WyHKTe 6.3.1 craxnaapra
GB4793.1-2007.

B2.3.2 3uaueHHs B YCIOBHAX CAMHHYHON HEHCIIPABHOCTH

TpeGoRaHHa: TIPAaHMGHBI  NOKA3aTeTh  HATIPIKEHWS  cocraBnseT  55B

(cpeanekBagpaTHIHOE 3HAYCHHUE) %} 78B (makoBoe 3HAYECHUE).
CpenHeKBaIpaTHIHOE 3HAYEHUE CHHYCOMIATBHOrO TOKa COCTaBnsgeT 3.5MA.

¢ MeToa ucnuiTanuii: coracHo nyukty 6.3.2 cranzapra GB4793.1-2007.
B2.4 OcHOBHEIC Cpe1CTBA 3aLHTH]
TpeGoraHua: YTO6H H30KATh ONGCHONC YPOBHA HANPAKCHHUA HA AOCTYMHBIX AN
HEIIOCPEACTBEHHOTO NIPHKOCHOBEHNS YYacTKaX, HeoOX0AUMO HCIIOTE30BATE OAHY H
HECKOIBKO U3 YKa3aHHbLIX HUKE Mep:
— GazoBas y3oNAUNA

> —— HCMO/IL30BAHAE KOPITYCa HITH TIEPEropoAokK

MeToa NCTILITAHHUA: Ty TEM BH3yalbHOTO 0CMOTPA.

B2.5 Jlono:EUTeN6HEIE MEPHI 3AIMTEI B YCIOBUAX €AHHHYHOH HEHCTIPABHOCTH

TpeGoBaHMs: JOMOIHWTEIbHYIO 3aMUTY HeoGXoaumo obecreyHTs, YTOOH NpH

OTKa3€ OJHOTO H3 KOMIIOHSHTOB HE BOSHHUKIIA YTpPo3a IOPaKEHHA INCKTPOTOKOM OT

y4acTKOB TpubOpa, AOCTYNHBIX JUIA HETMOCPENCTREHHOro kouTakra. Ee MoxHO

NOCTHYB, HCMONB30BAB OAHY WIH Oosee pekoMeHIaUWH. yKazaHHEIX B ITyHKTaX

6.5.1-6.5.3.

MeTol MCNHTaHuii: YCTAHOBMTH COOTBETCTBHE HOPMaM COTAAacHO METOdaM,
L W3I0XEHHBIM B MyHKTE 6.5.1-6.5.4 cranaapra GB4793.1-2007.

B2.5.1 3amuTHOE coeIMHENHE

Tpe6opanus: ecn ofopyxoBaHHe NpH MCPBUHYHOM YPOBHE 3alllUThl COTNACHO

nyHKTY 6.4 mMomo OHITE TOABEPNKEHO OTKasy OTACTBHEIX 3.ICKTpOAETANEH,

YYAaCTKH. KOTOpHIE TOAJIEKAT HEMOCPEACTBEHHOMY KOHTaKkTy., HeoOXommMo

ofecneynTh 3alHTHRIM TIPOBOXHHKOM,

Metoa HCTBITaHWIE. YCTAHOBHTH COOTBETCTBUC HOpMaM COTIIaCHO METOI1aM,
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TlepeBoz ¢ KUTARCKOTO W HTAKHCKOrO S36(KOB HA PYCCKHI NIBIK

H3I0XEHHLIM B AyHKTe 6.5.1 cranpapra GB4793.1-2007.

B2.5.1.1 llenocTHOCTE 3aIUTROIO COSIHHEHNUA

TpeGosanus: COEAMHEHNE JODKHO COOTBETCTBOBATH TPEOOBAHHAM, HITOKEHHREM B
nyHkte 6.5.1.1 crangapra GB4793.1-2007.

MeTon MCORITAHMIA: IpOBEpPKA KAYSCTRA TOCPEICTBOM BH3yallbHOTO OCMOTpA.
B2.5.1.2 Knemya 3auiMTHOrO NPOBOAHUKA

TpeGopanus; HeoGX0AMMO YCTaHOBHTH COOTBETCTBHE TpeGoBaHMAM myHKTa 6.5.1.2

cranaapra GB4793.1-2007.

* Meton vcnuTaHMii: MPOBEpKAa KavecTBAa TOCPEACTRBOM BH3YaNkHOrO OCMOTpa
corflacHo MYHKTy 6.5.1.3 crawaapra GB4793.1-2007.
B2.5.1.3 UmMneaaHc 3amiMTHOTO coelHHEHMs O0OpYJAOBaHWSA, MOAKMIOYAEMOro ¢
TIOMOILBIO BH.TKU
TpeGoBaHus: CONMPOTHBACHHE 33IUTHOIO COCAHHEHHA, KOTOPOE HCTONL3YETCH AN
BHIBOJA 323€M.IAIOLICTO MMPOBOJHHKA, Ha KWKIOM JAOCTYIIHOM YHacTKe HE JO0JKHO
> npesaitnarsk 0.1Q,

MeTon UCHBITARUA: COTNACHO MyHKTY 6.5.1.3 cranaapra GB4793.1-2007.

B2.5.14 Wmnenanc 3alIMTHOTO COCOHHEHHS WOCTOSHHO MOIKIIOYEHHOTO

obopyaoBanns

He npumMenumo

B2.5.1.5 3KkpaH Kax 3aHTHOE COCARHEHKE Tpatcdopmaropa

He npumenumo

B2.5.2 Jlononnure:bHan ¥ yCHJICHHAA W30 1ALRA

TpeGosaHns: HEOGXOINMO YCTAHOBUTL COOTBETCTBRE TpeGOBaHMAM MyHKTa 6.5.2
» cranjapra GB4793.1-2007.

MeTon HCnBITaHHiA: cornacHo MyHKTy 6.5.2 craunapra GB4793.1-2007.

B2.5.3 3amuTHbIH UMITEHARHC

He mpumenuMo

B2.5.4 ABTOMaTHUECKOE OTK/THOYCHUE MUTAHHA

He npamenumMo

B2.6 CoeanneHus ¢ BHEIIHUMH UETIAMH
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TMepeBon ¢ KKTARCKOrO M AHMINICKOro A3BIKOB HA PYCCKHN A3BIK

B2.6.1 Ob30p

TpeboBanus: HeoOx0AMMO YCTAHOBHTEH COOTBETCTBHE TpeGoBaHusM myHkTa 6.6.1
crangapra GB4793.1-2007.

Metoa uenbiTaHui: corlacHo mMyHKTy 6.6.1 ctanaapra GB4793.1-2007.

B2.6.2 KnemMel BHEIIHMX Uenei

He npumernumo

B2.6.3 Llenb ¢ onacHbMM 405 CH3HKU KlleMMaMu

He npumennmo

- B2.6.4 KneMMB AN MHOTOXXHIIBHBIX TPOBOAHHKOB
He npuMmenuMo
B2.7 TpeGoBaHua X U30/IALIHY. 3830pbl M ITYTH YTECYIKH
ITyTh yTEUKH TOKa: THUN M30IALNKH: OCHOBHAA 1 YCHieHHad. CTENeHb 3arpa3HcHAN.
Knace 2
Tpeborauns: 1.5MM.
» [Tyt yTeykw TOKa: THNM u3IOJAAUMM; oOcHOBHag. [pymnma wmarepuana II:

400<CHUT<600.

Tpebosanns: 3.0Mm.
TlyTb YTeYyKH TOKa: THII H3OJALMA: oOcHoBHas. [pynna wMarepuana II:

400<CUT<600.

Tpebopanns: 6.0MM.

Mertoa ucnerranumii: Oz00pero No pe3ysieTaraM NpoBEPKH

B2.8 Ilpouenypa uctblTaHUii Ha BO3ACHCTBHE HATIPAXKEHWA

TpeGoBanus:

1) YacTh ¢ OCHOBHOW M30IAMEH: U3OIAMA HOMKHA BHIACPXWBATL HCMLITAHHE
npu yacrore S0 u Hanpsxervu 1390 B, He nomkHO Habmoathes mpoboes uau
ITOBTOPHOTO MEPEKPHITHA.

2) Vvactky ¢ JBOHHOM WAM YCHJICHHOW W3ONAUWCH: HW3OAAIHA J0JDKHA
BBIAEPXUBATL HCNbITaHHe npM Yactove S0 u Hanpsxenuu 2224B. He aomkHo
Ha0:TozaThCA TPOOOER WAM TIOBTOPHOIO NEPEKPHITHS,

MeTox MCNBITAHUWIA: HUCIOBITAHWE Ha HAMIpAAKCHUE TIPOBOAHTCA  COTVIACHO
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Tepeson ¢ KUTARCKOT® K aHTITRHCKOrO SILIKOB HA PYCCKMI H3BIK

NI0KA3aTe O HANPOKEHUA. YCTAHOBICHHOMY B nyHkTe 6.8.4 cranaapra GB4793.1-
2007. He aomxHo HaOmonarbcs mpoOoes WM  TIOBTOPHOIO TEPEKPEITHS,
[TosiTeHeM KOPOHAPHOI0 pa3psaa HW TIOXOXKHUX SBICHUH MOXKHO NpeHedpeyb.
B2.9 TpeGoBaHMS K KOHCTPYKLMH M0 OOECTIEYEHHIO 3aLIMTHI OT NOPAXKCHHA
ANEKTPHUCCKUM TOKOM
B2.9.1 O63op
TpeGosauus: Heobxoaumo obecneyuTs cOOTBETCTBHE TpeGoBaHNAM MyHKTa 6.9.1
crannapra GB4793.1-2007.
MeTonR HenBITaHUA: TYTEM BH3YATBHOTO OCMOTPA.
B2.9.2 usonqausonHbIe MaTepHaibl
TpeGoBanus: HeobXxoauMo 06eCTICUNTh COOTRETCTBHE TpeGOBaHHAM MyHKTa 6.9.2
crangapra GB4793.1-2007.
MeToa HCTIBITAHUA: COMIacHo MYHKTY 6.9.2 cranaapra GB4793.1-2007.
B2.9.3 Koauporanue usetoM
He npumennmo
B2.10 MMoncoeadneHHe K WCTOYHHKY CETEBOTO NMUTAHUA M COCAMHEHHS MEXIy
qacTAMKW 000pya0BaHHUA
B2.10.1 IHHypbi ceTeBoro naraHns
TpeGomanusa: HeoGxoauMo obecrieuuTs cooTeTcTRMEe TpeboBanuam mynkra 6.10.1
crangapra GB4793.1-2007.
Mertoa ucneitanuif: coracio nyHkry 6.10.1 cranaapra GB4793.1-2007.
B2.10.2 MOHTaX HEChEMHEIX LUHYPOB CETEBOIO NUTAHUA
He npumennmo

» B2.10.3 Buiku 4 COEAUHUTENH
TpeGoBaHus: HEOGXOONMO 0BECIIeUHTE cooTBETCTBUE TpeGoBaHHAM MyHKTa 6.10.3
crastapra GB4793.1-2007.
MeTOR UCITBITAHKS: TyTEM BH3YalIBHOIO 0CMOTpA.
B2.11 OrcoeqnHeHne OT HCTOYHHKA MUTAHAA
B2.11.1 O630p

TpeGoBaHus: npubop HEOOXOAWMO OCHACTHTH CPEACTBOM OTKIIOMEHHUA, KOTOPHIA
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NepeBoi ¢ KHTAACKOTO W AHFNUTICKOrD A3BIKOP HA PYCCKRI f3bIK

MOXET OTKJIIOUHTb TIHTAHHE OT UCTOUHUKE DAEKTPOIHEPrAy BHYTpH npubopa win
cHapyxku., CpeacTsa OTKMOYEHHMS JIOKHbE OTCOSIWHATE BCE TOKOHECYIIME
NPOBOAHHKH.

Meroa ucnerTanus: corracHo myHkraM 6.11.1.1-6.11.3.2 cranpapra GB4793.1-
2007.

B2.11.1.1 Uckinouenus

He mpamennmo

B2.11.2 TpeGoBaHKA, COOTBETCTBYIOLINE THILY 000PYAOBAHKS

B2.11.2.1 TlocTroanHo moakmoYeHHOe ¥ MHOrohasHoe 000opyAOBaHHE

He npuMennmo

B2.11.2.2 OnnodaszHoe o6opyroBaHue, NOAKIIOYEHHOE ¢ TTOMOMILIO ITHYpa
TpeGopahnsa: HeoOXoguMo o06ecneyuTh COOTBETCTBHE TpeGoBaHMAM IyHKTa
6.11.2.2 cranpapra GB4793.1-2007,

MeToa HCBITaHAA: YTEM BH3YRIBHONO OCMOTpa.

B2.11.2.3 OnacnocTs, KOTOpas ucxoaut ot GyHkunit npubopa

g
He npumennmo
B2.11.3 Pasmpbikaroiue ycTpoicTsa
TpeGosanus: Heo6XoMHMO 0GECeYHT COOTBETCTBHE TpeGoBaHHaM MyHKTa 6.11.3
craumapra GB4793.1-2007.
MeTon HCBITAlNA: TYTEM BH3YaNBHOTO OCMOTpa.
B2.11.3.1 Bukntouareayu ¥ aBTOMATHYECKAE BLIKTIONATE.TH
Tpebosauua: HeoOxoauMo oOECEUUTL COOTBETCTBHE TPeOOBAHMAM IYHKTa
6.11.3.1 cranpapra GB4793.1-2007.
v MeTon UCILITaHNuS: HyTEM BH3YANBLHOIO 0CMOTpa.

B2.11.3.2 IIpuGopHbie COCAMHWTENH U BHIKU

Tpebosanus: Heobxonumo obecneunTh COOTBETCTBHE TPeOOBAHUAM TNYHKTA
6.11.3.2 cranpgapra GB4793.1-2007.

MeTon UCTIEITaHRA: [MYTEM BH3Ya1bHOTO OCMOTpA.

B3 3amuTa oT MEXaHHYECKKUX ONacHoCcTeH

B3.1 OG30p
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Meperon ¢ xuTafickore ¥ aHrNKHIICKOrO A3BIKOB HA PYCCKUH AIBLIK

TpeGosanus: HeoGXoauM0 0DECTIEYHTE COOTBETCTBHE TpeboBanmam nyHKTa 7.1
cranjapra GB4793.1-2007.

Mertoa HenuITaHnA: cornacHo NyHkTy 7.2-7.6 crannapra GB4793.1-2007.

B3.2 Jlsmxymueca aetaii npudopa

TpeGoranus: Heob6XoAUMO OBECIIEUUTE COOTBETCTBHE TpeOoRaHusAM myHKkTa 7.2
crangapta GB4793.1-2007.

MeToa HCTBITAHKA: MPOBEPKA Ka4ecTBa MMyTEM BH3YANLHOIO 0CMOTPA

B3.3 Ycroitunsocts

TpeGosanus: HEOOXOAUMO OGECTIEYHTH COOTBETCTBHE TpeGOBAHWAM MyHKTa 7.3
crannapra GB4793.1-2007.

MeToa HCMHTAHUS: coracHo NMyHKTY 7.3 craugapra GB4793.1-2007.

B3.4 Yactu noAbeMHEIX YCTPOACTB K HAIPYIKacMbIE YacTH

TpeGosanua: reobxomnmo obecneuntTs COOTBeTCTBHE TpeGomaHWAM MyHkTa 7.4
crangapta GB4793.1-2007.

Meroa HCHBITaHHA: coTNacHo IMyHKTY 7.4 crannapra GB4793.1-2007.

> B3.5 YcraHoBka Ha cTeHe
He npumMeruMo
B3.6 Brinmagaroniye 4acTH
He nmpumenuMo
B4 CroiikocTh K MEXaHW4ECKAM BO3AeHCTBIAM
Tpe6opanus: moc:ie 3aBepIICHUS HCIBLITAHUS HEOOXOMMMO TPOBECTH UCTILITAHUE
Ha HanpsKeHWe coriacHe NyHKTy 6.8.4, a 3aTeM noOCcpeACTBOM BU3Y&ILHOTO
OCMOTpa NIPOBEPHUTE CHEAYIOLIEE:
L -- K OTTACHEIM /ICMEHTAM T0/] HANPAXKEHHEM HET J0CTyTa.

-- Ha wopryce HeT OfacHBIX TPEUTHH,

-- TIpoMEXYTKH YCTAHORKM HE JOIDKHBI GEITh HIDKE JOIYCTHMBIX NoOKasaTench, a
W30NSLHS BHYTPEHHETO Kabens He NoBpeXACHA.

- Ileperopoaku He AOMKHE! GbITh NOBPEKACHB! HIH HEMJIOTHO 3aQUKCHPOBAHKL.

- K ABIGKMMBIM R€TanaM He JODKHO OBITh JOCTYNa KPOME HCKIIOuCHHH,

YCTaHOBJICHHBIX B TyHKTE 7.2
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MepeBon ¢ KUTAACKOTO ¥ AHTITHIICKOro A3L4KOB HA PYCCKHTT A3BIK

— He nomkuo 0sTh NOBpeXaEHUH, HAHECEHHBIX PACTIPOCTPAHCHKREM OTHA.
MeToa ucnuiTanus: coracho myukty 8.1 i 8.2 cranaapra GB4793.1-2007.
B4.1 UcneiTanue sKeCTKOCTH Kopryca
B4.1.1 Ucnpitanue B CTaTHYSCKOM PEXUME
TpeGorannsa: HeoOxoaumo obecednTh COOTRETCTBHE TpeGosanusM TyHkra 8.1.1
ctanapra GB4793.1-2007.
MeTon HensiTaHua: cortacHo mynkry 8.1.1 cranaapra GB4793.1-2007.
B4.1.2 UcnniTaHiie B AHHAMUYECKOM peXUME
TpeGoranus: HeobxoguMo obecnieunTs COOTBETCTBHE Tpebosanuam myHkra 8.1.2
crangapta GB4793.1-2007.
Mertoa HCnuITaHK: corliacHo nyHkTy 8.1.2 cranaapra GB4793.1-2007.
B4.2 Ucnuiranue Ha yCTOWMRBOCTD K yAapaM
He npuMennMo
B35 3ammuTta Ha pacnpocTpaHeHue OrHS
Ipy HOpMaNbHBIX YCNOBHAX MM YCJOBMAX OTKa3a OXHOTO 3/1EMEHTA OrOHbL HE
JONKEH PacHpOCTPaHATLCA HA BHEWHIOW CTOPOHY oO0opyaoBaHus. Peynbrarhl
MPOBEPKH, T. €. YTBepXAECHHE WM OTKNOHeHWe Tpubopa, ONPeneIAoTC
CICAYIOLIUME METOAAMH.
a) OCYUIECTBACHUE UCIIBITAHUA B YC/IOBUAX OTKA3a OJHOIO IEMEHTA, YTO MOXKCT
TIPMBECTH K PacNpOCTPaHEHHIO OTHA HA BHEIHIOW CTOPOHY 000pYyNOBaHMS.
b) IpoBepka TOro, HACKOILKO OMOHL MOXHO CACPKaTh BHYTpH Npubopa, xoria oHo
BO3SHHKHET, COTNAcHo NyHKTY 9.2
MeTo UCOBITaHHA: YTBEPHKIACHUE TTOCPEACTBOM KOHTpONA

. 2 B5.1 YeTpaHeHwue HIH YMEHBUICHUE KOIMYECTBA HCTOYHHKOB BO3TOpaHuA BHYTPU
ofopyaoBanus
He npiimenuMo
B35.2 Jloka;msauws orHs B npeaesax obopy0BaHHs
[MpuGop m ero Kopmyc AOIKHbI OTBEYATH CTPYKTYPHEIM TpeOOBaHUAM TYHKTa
9.2.1.
MeToa HCTILITaHKA, COPNAacHo MyHKTY 9.1 cranaapra GB4793.1-2007.
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MNepeBos ¢ KUTARCKOTO ¥ AHFNMIICKOTO ILIKOB HA PYCCKWH RILIK

B35.3 Llenu orpannuenus MOIHOCTH

He npumenumo

B35.4 Tpebosanna k mpubopy, B KOTOPOM COAEPXKATCA MM HCHOTB3YIOTCH
BOCIJIaMEHAIOIHECS KUIKOCTH

He npumennmo

B35.5 3aumra OT neperpyskH 1no ToKy

Obecneuste, 9robul Ha MpubOp NOAABATOCH NHTAHHE OT 3NEKTPOCETH, KOTOpaA
cHaOKeHa 3AMMTHLIM MEXaHMU3MOM, Hamp., NPEAOXPAHHTE b, NPEPLIBATENDL LIETIH,
TEm10801 pasphiBaTeNh UETH WM CXeMa OrpaHNUCHHS CONPOTHBICHUA. MexaHn3M
JUIS 3QIIMTH! OT CBEPXTOKOB JO.TDKEH TaKXKe JeHCTBOBATE B YCIFOBUAX OTKa3a.

Ero 3anpeltiaeTcs yCTaHABIMBAThH BHYTpH 3aLIMTHOIO Mposoaa. IlpenoxpaHuTeNb
UK ONHOMOMIOCHHIHM BHKIOYATEIb HEAL3A YCTAHABIMBATh HA LUECHTPaJLHOM
npoBoje MHorogazosoro npudopa.

MeToa MCITEITaHNSA: COTTTacHO MyHKTY 9.5 cTaHaapta GB4793.1-2007.

B5.5.1 [TocTosHEO MOAKMOUEHHOE 000pYAOBAHUE

He npumennmo

B35.5.2 Ipyroe obopynosaHue

TpeGosanus: npubop 3CT (3amMTH! OT CBEPXTOKOB) OpH €r0 HCMO.IL30BAHHN
HeoOX0AMMO YCTaOBHTE BHYTph 060pYROBAHHS.

MeToa HCTIBITaHNS: Ty TEM BH3YaJIBHOTO OCMOTpa

B6 OrpanuueHns No TeMNEPaType U TEMNOCTORKOCTE

B6.1 OrpanryeHus 110 TEMIIEpaType NOBEPXHOCTH Al BPENOTBPalleHNA 0XKOroB
He npumennmMo

B6.2 Temmeparypa 0OMOTKH

He npuMeRUMO

B6.3 JIpyrue usmepeHus TeMneparyp

TpeGosanus: mnpH 40 rpagycax HIM TpH MaKCHMATbHOH HOPMHPOBAHHOH
TeMnepaType OKpyXalolllel cpelki (ecIi OHa BhIIE) MPOMEXYTOK U PacCTOAHAC
yTEYKH TOKA JOMNKHB OTBeYaTh TpeGoBaHUAM MyHKTa 6.7.

MeTona ucnsiTaHus: cornacro myHkTy 10.3 cranaapra GB4793.1-2007.
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TTepeBoa ¢ KHTAHCKOTO W aHETHICKOTO SILIKOB HA PYCCKHI AIRIK

B6.4 TpoBeneHue TeMneparypHblX HCHBITaHUIA

Merton ucnurranus: cortacko nyHkty 10.4 crannapra GB4793.1-2007.

B6.4.1 U3Meperne TeMMeparyphl Harpesareabioro 00opy10BaHuA

He npuMeHuUMO

B6.4.2 O6opyaoBaHue, Npe;IHA3HAMCHHOE )51 YCTAHOBKH B WIKady UM Ha CTCHE
He npuMenumMo

B6.5 TennoycroiuuBoCTh

B6.5.1 HeusMeHHOCTR 3a30pa ¥ Ty TeH YTEUKA

TpeGoBaHus: HEOBXOAUMO 0BECTIEUUTE COOTBETCTBHE TpeGoansmsm myHkra 10.5.1
crangapra GB4793.1-2007.

MeTol HCIBITaHus; cortacHo NyHKTY 10.5.1 cranpapra GB4793.1-2007.

B6.5.2 HeMeTananueckHii KopIryc

TpeGopanus: HeobxomuMo 0GeCeUnTs COOTBETCTBHE TpeGosanuam TiyHkra 10.5.2
craunapra GB4793.1-2007.

Meroz ucLITaHRs: coraciio nyHkry 10.5.2 crannapra GB4793.1-2007.

B6.5.3 UzoaaupoHHKA MaTepHal

TpeGopanus: HeoGXoANMO 0GECTIEUNTh COOTBETCTBHE TPeOOBAHHAM Ty HKTA 10.5.3
cranaapra GB4793.1-2007.

MeToa MCNLITaHKA: cor1acHo IMyHkty 10.5.3 cranaapra GB4793.1-2007.

B7 3aunta OT 0OMacHOCTEH, BEI3LIBACMBIX XKWIAKOCTAMH

B7.1 O630p

TpeGopanus: HeobxoauMo 0GECTICYHTE COOTBETCTBUE TPeGOBAHMAM TYHKTa 11.1
cranaapra GB4793.1-2007.

MeToa UCALITaWNA: YTBEPXKACHHE IT0 pe3y.I6TaTaM KOHTPONA

B7.2 Ouncrka

TpeGopanus: HeoGXOIMMO OGECTIEMHTD COOTBETCTBHE TPEGOBAHMAM TIYHKTA 1.1
crangapra GB4793.1-2007.

MeToa HCNBITAHUA: YTBEPKACHUE 110 Pe3yIbTATaM KOHTPOIA

B7.3 Pa3nuB XKUAKOCTH

TpeGosanus: HeoOxoauMo 0DeCNCHHTH COOTBETCTBHE tpeGosanuaM myHkra 11.2
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Nepeson ¢ kATAliCkOro ¥ AHrAWHCKOTo AILIKOB HAa PYCCKMI SILIK

cranaapra GB4793.1-2007.
MeToA MCTIBITAHUA: YTBEPKICHHE O pE3yNsTaraM KOHTpons
B7.4 llepe:nB KUAKOCTH
He mpuMenvMo
B7.5 3nekrponut Harapeit
He npumenumo
B7.6 CneunansHoe 3auTHOE 000pyAOBaHHE
He nprmMeHumMo
B7.7 Jarnerue XWAKOCTH 1 yTEUKa
He npuMeHuUMO
B8 3ammura or M3ydweHHA (BKAIOUAS Ta3ePHOEC H3NYYEHHE), 3BYKOBOTO HIX
Y-1IbTPa3BYKOBOI'O JAaBJICHUSA
He npuMeunmo
B9 3aumta OT BBIIEICHHA TA30B M BEIRECTB, @ TaKKe B3pbIBA. B TOM YHCIC,
HanpaBi¢HHOTO BHYTPb
He npumenumo
B10 KoMnoHerTht ¥ cOOpotHBIE Y3IH
B10.1 O630p
Ecam  sTo  kacaercs oOecredeHHS  Oe30macHOCTH, OCTallb  HeoOXOMHMO
MCNONB30BAThL COTIIACHO ¢ HOPMHPOBAHHBIM T10KA3aTeNeM. €CTH HE YCTaHOBIICHEI
onpesieIeHHbIE HCK.TIOYEHHS.
MeTon MCIbITasNsA: KOHTPONb ITYTEM BH3YaNbHOIO OCMOTpPa
B10.2 DiekTpoasHrarTenu
< B10.2.1 TeMneparypa 3/1eKTPOABHIATE TS
He npumennumo
B10.2.2 D1eKTpoABHTATEND ¢ NOCIENOBATEILHEIM BO3OYKIUCHHEM
He npumenumMo
B10.3 YcrpoiicTea 3allUThl OT NPEBLILICHAR TEMIIEPaTy pbl
He npuMenumo

B10.4 {epskarenn NIaBKUX NIpedoXpanuTened
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Tlepewnon ¢ KUTARCKOrD W aHTTHITCKOro S36IKOB HA PYCCKW ALK

TpeGosauns: HeobxoxuMo obecnieunts cooTBeTcTBHE TpebosaHnaM nynkra 14.4
crannapra GB4793.1-2007.

MeToa ucneITanus: cornacHo MyHkTy 14.4 cranaapra GB4793.1-2007.

B10.5 VerpoiicTBa YCTaHOBKH HANPAKEHAA CETH

He npumennMo

B10.6 [lerany ¢ BEICOKHM YPOBHEM CITOXKHOCTH

He nmpumenumMo

B10.7 Cetesnie TpaHcopMarophl, UCIILITYEMbIE HE B COCTaBE 000pyAOBaHHA

He npumenvmo

B10.8 ITewaTtHbie MOHTKHBIC TIIATHI

TpeGoBanua: HeobxoauMo ucnonssosarb FV-1 (knacc rocnnamensemoctn GB/T
11020) unu 6onee kavecTBEHHBIH Mareprall.

Metoa MCTBITaHuA: cornacHo nyHKTy 14.8 cranaapra GB4793.1-2007.

B10.9 Llems WiM KOMMOHEHTHL WCMONb3YEMHIE B KauecTBEe YCTPOICTB,
OrpaHHIHBAIOLIUX TIEPEXONHOE TIEPEHANPHKCHIE

He npumennmMo

B11 3amura npu nomotu GIOKHPOBOK

He npumenumo

B12 QnacnocTH, BO3HHKAIOIIHE NPH pUMEHEHAY 00opyaoBaHUs

He npuMeHuMO
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Tepesoa ¢ kuvaiickoro W aRMRACKOro F3LIKOB HA PYCCKII A3BIK

10 IMpunoxenue C

Tpe6GoBanua no 6e30MACHOCTH. METOAB! UCNBLITARNEH 1 HOPMBI KOHTPO:TA (110
crangapty YY 0648-2008)

C0 Ycnosus npuMeneHns npudopa

Venoera npuMeHeHus npubopa

a) J1na UCnoAs30BaHHA B ITOMEINEHUH.

b) Temnieparypa: 10-30°C

¢) Biaxnocets: e 6oace 85%

d) TpeboBaHHMA K YICKTPONMHTAHUIO:! KoaeOaHUsA WOJaUH IHEPIHH HE JOIKHBI
nipesuimars 10% cranaapTHOrO HaNPSHKEHNUA

e) Kaacc mepeHanpsXeHns: KNace AHHAMHUECKOTQ NepeHanpsxeHus 11

f) Yposens 3arpasHenus: knacc Il

C1 MapkupoBka 1 JJOKyMEHTbI

C1.1 Mapxuposka

Cl1.1.1 O630p

TpeGosanus: Hanmicw v cUMBOAB HA BHELIHEH YNMakoBKE JOMKHH OTBCHATDH

Tpeboannsm nynxta 5.1.1 (Tabnuua 1) cranaapra Y'Y 0648-2008.

Meroa ncrsITayyil: MpoBepKa Ka4ecTna NOCPEACTBOM BH3YaTHHOrO 0CMOTpA.

C1.1.2 MapkupoBka

TpeGoBanus: MapkupoBka Ha NpuGope JIO/DKHA OTBeuars TpeGoBaHMAM MyHKTa

5.1.2 cranpapra YY 0648-2008.

MeToa HCTIHITaHHIl: TIPOBEPKa Ka9eCTBA MOCPEICTBOM BH3YalbHOTO 0CMOTPA.

C1.1.3 llepeBo3Ka ¥ XpaHeHue

TpeGopanus: ueobxoauMo obecnednTs cooreTcTeHe MyHkTy 5.1.101 crannapra

YY 0648-2008.

MeTo MCTILITAHHIT: NPOBEPKA KaueCTBa MOCPEACTBOM BH3YaTbHOTO OCMOTpA.

C1.2 llpeaynpexaatouIne 3HAKH

TpeGosanus: HeobXoauMo 0feCneyMTh COOTBETCTBUE MYHKTY 3.2 CTaHAapTa

YY 0648-2008.
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TNepeso ¢ KATAICKOTO # aHTIUIICKOTO A3LIKOS HA PYCCKWT A3BIK

MeToA HCTILITaHNI: NPOBEpKa KauecTBa NOCPEACTBOM BH3Ya IbHOMO 0CMOTPA.
C1.3 YeroliuuBocTb MAPKMPOBKH
Tpe6oBaHMA: MapKMpOBKA YCTaHaBIUBZETCA COTIACHO TPeGOBAHHAM NYHKTOB
5.1.2-5.2 crangapra YY 0648-2008 1 a0/mKHA KPETTHTHECA MOCTOSHHO, OCTaBasACh
OTYETIUROI B YCIIOBHAX HOPMATLHOTO WCTIOI30BAHUSL.
MeTo WCTIEITaHKA: IPOBEPKA COTNIacHO MyHKTY 5.3 cTaHaapta YY 0648-2008.
C1.4 JoxyMmeHThbl
Cl1.4.1 O630p
TpeGoBanus: HeoOxoAUMO OOCCTIEYHTE COOTBETCTBME MYHKTY 5.4.1 cranaapra
Y'Y 0648-2008.
Merton UcneITaHMI: NMpoBepka KayeCTBa MOCPEACTBOM BU3YalIbHOTO OCMOTpA.
C1.4.2 MHCTPYKUHA TIO NIEPEBO3KE. YCTaHOBKe ¥ cOopke npubopa
TpeGosanns: HeoOXoAUMO 0GECEYNTb COOTBETCTBHE MYHKTY 5.4.3 cTaHaapra
YY 0648-2008.
MeToa WCNHITAHMI: NPOBEPKa Ka4ecTBa NOCPEACTBOM BH3YAILHOIO OCMOTPA.
C1.4.3 Ynpasacuue npabopoM
TpeGopauus: HeoOXomuMo 00ECEUNTs COOTBETCTBHE MyHKTY 5.4.4 cTaHnapra
Y'Y 0648-2008.
MeToa McHBITAHWHA: [IPOBEPKA KAYeCTBA [I0CPEACTBOM BH3YAThHOTO OCMOTPA.
Cl.4.4 TlpekpameHue WCnonk3oBaHMs npubopa W3-3a  HEOGXOAUMOCTH
TEXHUYECKOTO 0OCTYKMBAHHA WM APYTHX MAHUITYIALAHA
TpeGoanua: neobxoauMo oBeclieuuTh COOTBETCTBHE MyHKTY 5.4.101 cTamjapra
YY 0648-2008.
& MeToa UCTIRITaHuii: NpoBepKa KayecTBa NOCPEACTBOM BH3YaJbHOTO OCMOTPA.
C1.4.5 TlepeBo3ka H XpaHEHHE
TpeGoBanus: HeoOXoANMO 0OeCNeYUTb COOTBETCTBHE {IYHKTY 5.4.102 cranaapra
YY 0648-2008.
MeToa WCTILITaHUit: MPOBEPKA KaueCTBa MOCPEACTBOM BH3YalbHOTO OCMOTPA.
C2 IlepeBo3ka ¥ XpaHeHHE

Tpe6oBaHus: HeoOXOMMMO ODECTIEYHUTEL COOTBETCTBHE MYHKTY 8.101 crannapra
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Tlepesoa ¢ kNTaficKoro ¥ aHrNHUIiCkoro A3LIKOB Ha PYCCKUi A3bIK

YY 0648-2008.
Mertoa ncnbiTanus: cormacho nyuxty 8.101 cranaapra YY 0648-2008.
C3 3ammTa OT BRIICJICHUS Ta30B, B3pHIBA, HANNPAaBACHHOTO HAPYXKY W1H BOBHYTPL

He nmpuMenKMo
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Meperon ¢ KUTAICKOrO ¥ aHEINICKOTO A3LIKOB HA PYCCKUTT A3LIK

11 Ipunoxenne D

TpeGoBaHUA NEKTPOMATHUTHON COBMECTUMOCTH

AHanuzatop  BaKTCPHOIOTHHECKHH  aBTOMATHMECKWH KHOHA*

LABSTAR, BapuanTbl HCNOJHCHWA: IOHOHA* LABSTAR 50, IOHOHA*

LABSTAR 100, ¢ npuHagfaexXHOCTAMH COOTBETCTBYET TPeOOBaHHAM 1O IMHCCUN
u nomexoycroiunpocti GB/T 18268.1-2010 u GB/T 18268.26-2010;

TMonv3oBarent JAOIKEH YOCAWTbCA, YTO aHaNW3aTOp HCNOTB3YCTCA B
NoAXoAALICH 3ICKTPOMArHHTHOW cpene:

Wcmonb3o8anue ApYroro JMEKTPHUECKOTO 00OpYAOBaHNUA Ha W.TH PAIOM ¢
aHAIM3ATOPOM MOXET BbI3BaTH NoMeXR. [Tepea HCMOAL3OBAHKHEM aHAIM3aTOPa NO
HA3HAYEHHIO HEOOGXOAMMO MPOBEPHTEL COOTBETCTBHE KOHMHTYPAUMH, ONUCAHHOM B
panHOM PykoBoacTBe.

He wucnonb3yifTe anamwsarop BOIM3H HCTOYHUKOB CWIBHOTO M3Ty4YEeHHSA
(TakuX KaK HEIKPAHWPOBAHWEIC UCTOWAMKH PY). Tak xak 3T0 MOXET NOMEIIATh

HopMankHo# pabote ycTpoiicTsa.

v oy €
Anamzatop  0aKkTEpHOIONHYECKHI  aBTOMaTHYCCKHH OHOHA

LABSTAR,. sapuantsi ncmonnerus: IOHOHA® LABSTAR 50, HOHOHAY

LABSTAR 100, ¢ npHHaaIC)KHOCTAMH TIpeIHA3HAYeH ATA HCNONL30BaHHA B

6a30Boit 3NEKTPOMArHNTHOH 00CTAHOBKE, KaK YKa3aHO HUXeE.
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TepeBsox ¢ KHTaliCkoro W aNrnuiickoro A3kKOB Ha PYCCKHIL A3BIK

DNEKTPOMArHUTHAA SMUCCUA

UcnseiTanue Ha CoOTRETCTRHE DNEKTPOMArHUTHAS Cpeaa
3 TCKTPOMATHUTHY 10 - yKasaHu#
IMHCCHIO
Paaunorniomexn ['pynna 1 Ananuszarop MCIIOAL3YET
pPaXHOUI Ty ueHUE TONBKO it
BEIMONIHEHUA  CBOEH  BHYTpeHHedH
pYHKUUY. Takum obpa3oM.
PalHOW3NyYEHHE M3JeITHS
4pe3BLIYAITHO HEBEAHKO W, BCPOATHO,
HE MOXET CTaTh TPHYHAOH mNoMeX
3ICKTPOHHOIO o6opydoBaHus,
pACcNOJIOKERHOrO BONU3U.
AHanu3aTop [pUrojgeH ans
Paxnonomexu Kaacc A MPUMEHEHUS  BO  BCEX  MECTax
pasMelICcHEA. KPOME KHBIX JOMOB U
3pannii, HENMOCPEACTBEHHO
MOAKMIOYEHHBIX K PacnpeAcANTEIbHON
T"apMoHHYECKKE Knacc A TEKTpUyYeCKoif  cetd,  THTarowei
COCTaBAAIOIUKE TOKE Kuspie goma. I[Ipm MCMOAB30BAHHH B
Konebauus CoOoTBETCTBYET | WUIBIX MOMEINCHUAX, MOXET
HaNpsHKCHNA UpMBOAMTL K paaMonomexam. B
amxep MofoBGHEIX  cyyasX [0ONB30BATEMO
DNEKTPOMaTHUTHAA [IOMEXO0Y CTOHYUBOCTh
Tlopr Haumenosanwe Cranjapt 3HaucHHE Kpurepui
AICKTPOMATHUTHOH SMC rapaMeTpa KayecTBa
NMOMEXH fenplTanuil | QyHKUHOHHP
OBaHNg
DnekrpactaTi- GB/T +4 kB
| ueckmit paspan 17626.2 (KOHTaKTHBIH
Tlopr kopnyea | mopy' " (MDK paspia) A
61000-4-2)
+8 kB
(BO32y MHBIH A
paspsia)
Inexkrpomarautioe | GB/T 3 B/v (ot 80
noie 17626.3 Ml'u,01 71T A
(M3K 3BM (ot 1.4
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[lepeBoil ¢ kuTalickoro M aHTrARIICKOro S36IKOB HA PYCCKUI A3BIK

61000-4-3) [T a0 2 1T0)
3 B/ (or 2
I'T'i o 2.7
I'Tu)
D.aekrposarnutioe | GB/T 3AM 30T
no:e 17626.4 A
HPOMBIILICHHOH MHOK
YacTOThI 61000-4-8
lopr [IpoRant GR/T 0%, nepsas
YICKTPOIHTAH [ HANPAKCHHS 17626.11 110.10BHHA A
nsi (MK nepHoia
v HCPEMCHHOTO 61000-4-11) [ 0%, 1 neproa A
TOKa (BKI101a8
HOpTH 70%, 25
SAUHTHOLO MePHOIOB A
3a3CMJICH )
Kparkospemennnie [GB/T 0%. 250
[IpepbIBatiis 17626.11 nepHOI0B C
HalIpsAKCNUA (MMOK '
VACKTPOITAH NS 61000-4-11)
Hawnocexky i GB/T 1 kB (5/50 nc,
HMIIYIBCHBIC 17626.4 5 kl'n) A
HHOMEXH (MNOK
61000-4-4)
Mukpocekyiannie  |GB/T | kB
HMIYALCD ]76}6'5 Jnnus-3enas A
doapimoii oneprun [ (MDK
61000-4-5)
Kouaykrusubie GB/T 3B (or 150
ITOMEXH, 17626.6 k11t 10 80
HABCICHHBIL (MDK M) A
pa;sHodacToribiMi | 61000-4-6)
O ISAM K
aQ Kputepuit  kauectBa (yHkuuonuposanus A - OOopylomraHHe I0KHO  (IpOJONKaTh

pYHKUMOHHPOBATL B COOTBCTCTBHHM ¢ HA3HAUYEHHWEM BO BpeMA M TOCNE HCHBITAHUA. He
JONYCKAETCA VXYAIEHHE XapaKTEPUCTHK (PYHKUMOHHPOBAHWS MM MOTEpS GYHKUMI HHUXeE
VPOBHS KauecTBa (YHKUMOHHPOBAHUS, TPCAYCMOTPCHHOTO B TCXHWYCCKOH 0KYMEHTaUMH
H3rOTOBHTE18 Ha 060PYA0BAHHE. NPH HCTIOIK30BaHWH 000PYA0BaHHA N0 HA3HAUCHUIO.
Kputepuit kauectsa yHkunonnposanus C - JlonyckacTes BpeMeHHas noTeps byHKUMA NpH
YC.I0BUH, HTO (DYHKIMS MOKCT BOCCTAHOBUTHCA CaMOCTOSTENBHO WM NpH padoTe cpeicTs
Y1IPABIICHUA.
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NMepeson ¢ KUTAACKOTO K aHTIUIICKOro A3LIKOB HA PYCCKHH AIBIK

12 Mpuaoxenne E
TTepeyeHb MPUMCHACMBIX HAUMOHANBHBIX H MEXIYHAPOAHLIX CTAHAAPTOB C

uenplo odecnevyenus 6e30nacHOCTH, YPHEKTUBHOCTH W KaueCTBa MEAWLHHCKOTO
u3aenus

Meauumuckoe H3IeTHe «AHa1H3aTOP OaKTepROAOTHYECKMM
asromatuuecknit LABSTAR, apuantsi ncnoHenus: LABSTAR 50, LABSTAR
100» cOOTBETCTBYET HALMOHATGHEIM  CTaniapTaM Knrakickoi Hapoanoi
PecrnyGianKi Ha NPOIYKIHIO:

v » GB  4793.1-2007 «Tpebomaums TexHHkH 6e3omacHocTd K
2JEKTPUUECKO anmaparype Add HW3MEPEHHS, KOHTpOId M MCNOIB30BaHUA B
naGoparopusx - Yacts 1: OGume tpeGopanmna» GB/T 14710-2009 «TpeGoranus K
okpykatomeit cpege #  crmocol KOHMTpONs SNEKTPHUCCKOM  almaparyphl
MEIHUWHCKOTO HAa3HAYCHHS»,

o YY 0466-2003 «CuMBOILI MEAWUUHCKAX YCTPOHCTB, HCMONBIYEMBIE
Ha DTHKETKAX ¥ B MapKUpOBKe MEAULMHCKHX YCTPOHCTE MM [IS NPEAOCTaBICHHA
uHopMaumnn»;

. YY/T 0648-2008 «Tpe6osanms TeXHNMKH Oe30MaCHOCTH K
SNEKTPHUYECKONl anmapaType Id W3MCPEHUS. KOHTPOIS W HCMONB30BAHAA B
aaGoparopusx - Yacts 2-101: OcoGule TpeGoraHNA K MEAHUMHCKUM ycrpoiicTBaM,
MCNO:h3YEMBIM [T AMATHOCTHKH B J1aGOPATOPHBIX YCIOBKHAX (IVD)»;

. YY/T0316-2008 «H3nenus MEINITHHCKHE. TIpuMeHeHue
MEHEDKMEHTA PHCKA K MEIHLIHHCKHM H3UCTHAMY,

. YY/T 0656-2008 «AHaNH3aTOp KyALTYP KPOBH aBTOMATHYECKHHAN,

4 . GB/T 191-2008 «¥YnnakoBka - MapkHpOBKa TPaHCTIOPTHEIX IPY30B».

. GB/T 25000.51-2010 «TpeGoBanus, npexsasiseMsic K paspaboTke
NpOrpaMMHOr0 OBecHeYeHHs W KadecTBY NPOTPAMMHEIX [POXYKTOB, METOAHI
TECTUPOBAHUAN,

. GB/T  18268.26-2010  «TpeGoBaHus K  2NEKTPOMATRUTHOX

CORBMECTHMOCTH AN U3IMEpPEHHA, YIPABICHHA U JI&GDP&TOPHOI‘O INEKTPUHMECKOTO
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MMeperoa ¢ KHTANCKOro U AHFMHHCKOrO S36IKOB HA PYCCKAR A3bIK

obopynoBanus. Yacte 26: CneuwalbHele TpeGoBaHMA K MEIMUMHCKOMY
obGopyaosanuto 13 naGoparopHoit auarnocTuke (IVD)»;

. GB/T 18268.1-2010 «O6opy zoBaHHE ICKTPHYECKOE ANS UIMEPCHNA,
ynparnenuss W JaboparopHoro npuMeHeHns. TpeGoBaHuA INEKTPOMarHUTHOM
comecTHMocTi. Yacts 1. O6mue TpeboBatnsy.

. GB/T 17626.8-2006 «3nekTpoMarHuTHas coemecTiMocts (EMC).
Yacts 4-8. MeToabl MonmsITanuit ¥ HaMepenuii Mcnbrranus Ha yCTOMMMBOCTE K
MardMTHOMY IO:TIO TIPOMBIMIIEHHON YaCTOThI»;

. GB 4824-2013 (CISPR 11: 2003) «CoBMeCTUMOCTb TEXHWYECKHX
cpencTs aneKTpoMarsnTHafs. [IpOMBIIUICHHBIE, HayuHele, MEAWUWHCKHE H
ObITOBLIE (ITHMB) BBICOKOYACTOTHEIES yCTpoiicTBa. PaauonioMexu
MHIYCTpHAIBHBIE. HOPMBI i METObl U3MEPEHHIT»;

o GB/T 17626.3-2016 «DnekTpoMarAUTHAd COBMECTHMOCTh-METOAB
WCMBITAaHHS W HM3MEPCHMA -  W3TydeHHBIH, paalovyacToTa, HCTIBITaHHE
HEBOCTIPHHMYMBOCTH FICKTPOMATHHTHOTO MOLAY,

* GB/T  17626.4-2018/1EC  61000-4-4:2012  «3nexTpOMarHUTHAA
COBMECTHMOCTE. MeTOB! MCTIBITARKE ¥ H3MepeHuit. VICIEITane Ha YCTORYHBOCTE
K ICKTPHYECKUM OBICTPHIM NEPEXONHBIM ITpoLEccam (maykam)»;

° 17626.5-2008/IEC 61000-4-5:2005 «DIEKTPOMarHuTHas
COBMECTHMOCTE MeTo5 HCNBITaHME ¥ usMepenwit, MclsTaHue Ha yCTOHSMBOCTE
K BbIOpOCY HampsiKeHus»;

° GB/T 17626.6-2017 «DNEKTPOMATHHTHAA COBMECTHMOCTD
TecTupoBaHHE W TEXHHUKH W3MepeHUH - HEnpHKOCHOBEHHOCTH OT MPOBOAMMBIX
BecnopAAKOB, BEI3BAHHEIX PAIHOUACTOTHEIMH TOAAMUN.

. GB/T 17626.8-2006 «InexTpoMmaruuTtaas comecTuMocTs (EMC) -
YacThb 8: METOAB! HCTIBITAHUA H WiMepeHns- UCIIBITAHHE Ha TTOMEX0YCTOHYHBOCTL
B YCIOBHSIX MarHHTHOrO TOJIS TPOMBILIIEHHON HacTOThI»»

. GB/T 17626.11-2008 « IneKTpOMarHRTHas COBMECTUMOCTh, MeToak
uenLITanuMit ¥ W3Mepenwit, VicnmbTanua WA  YCTONUMBOCTE K MpoBanaM

HANPAXKEHUA, KPATKOBPEMEHHBIM TIPEPHIBAHUAM W U3MCHEHHAM HAPDKCHUA».
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TMepeson ¢ KWTARCKOr0 ¥ ANFTHIACKOTO A3LTKOB HA PYCCKHIE A3bIK

Meauunxckoe U3AENne «AHaNMU3aTop 6aKTepHONOrHYECKHIA

apTomaTvdeckuii  FOHOHA® LABSTAR, BapHauTHl WCTOIHEHWS: IOHOHA®
LABSTAR 50, HOHOHA* LABSTAR 100» cOOTBETCTBYET HAUWOHAILHBIM

craHgaprTaM Poccutickoft defepainy Ha IpoAyKUHIO:

. rOCT P 50444-92 «llpuGops, annapatel W o0opyHOBaHHE
mMeauunackie, O0ue TEXHWIECKHE YCTORUAY;

0 TOCT 12.2.091-2012 «Be3onacHOCTs 3CKTpHYECKOro 000pyaoBaHus
IS WIMEepeHud, ynpapieHus u jaGopatopworo nupumeHenus. Yacrs L. Obimune
TpeOOBaHHAN;

. FOCT IEC 61010-2-081-2013 «be3onacHOCTE  3MCKTPHYECKHX
KOHTPO:IBHO-H3MepHTEAEHEIX NpuGopoe M TaGopatopHoro oGopyaoeaHrd. HacTh
2-081. Yacruele TpeGoBaHHA K aBTOMAaTUYECKOMY U NOTyaBTOMaTHYCCKOMY
JaGopaTopHOMY 060pY0BaHUIO /A IPOBEACHHA aHATH3IOB M APYIHX LEAcH».

. TOCT IEC 61010-2-101-2013 «Be30nacHOCTh  ITEKTPHUICCKHX
KOHTPONbHO-U3MEPUTETLHEIX NpubopoB v NabopatopHoro oGopynosaHus. Yacts
2-101, YacTHble TpeGoBaHKS K MEIUUMHCKOMY 060pYAOBaHUIO JNs naGopaTopHol
auardocTaky (IVD)w,

. TOCT 1EC 60825-1-2013 «Be3zonacHocTh na3epHO annaparypsl.
Yacte |. Knaccudukamma obopyaosanus, TpeGOBaHMA W PYKOBOACTBO s
TI0TL30BATENCH»;

] IOCT P UCO 18113-1-2015 «MeaMuKHCKHE H3ACTMA Iad
JMAarHOCTHKM in  vitro. HHpopmauug, upelocTasiseMas H3TOTOBUTENCM

& (Mapkuposka). Hacts 1. TepMutsl, onpegencHus u obuive TpeGoBaHAN?;

. TOCT P UCO 18113-3-2015 «MemuuncKiHe U3ACIUA AIA
aWarHocTvkn  in  vitro. VAdopmanwa, penocraBascMan  M3rOTOBHTEIICM
(mapkupobka). Hacte 3. MHCTPYMEHTH AN AHArHOCTHKH in vitro ana
npodecCHOHANLIOTO IPUMEHEHH AN,

* TOCT P EH 13612-2010 «Ouenka GyHKUHOHATLHBIX XapakKTEPACTHK

MEIMUMHCKUX UW3AeInlt IS IWArdHOCTHKM in Vitron;
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. FOCT P M3K 62304-2013 «W3genua megmumHckume. porpammHoe
obecneyeHune. MNpoLecchbl XXN3HEHHOIO UMK/,

. FTOCT P MCO/M3K 12119-2000 «WHhopMaunoHHasA TEXHO0rus.
MakeTbl Nporpamm. TpeboBaHMS K KayeCTBY M TECTUPOBaHME;

. MOCT P NCO/M3K 9126-93 «WH(popMaLMOHHAsA TexXHOOrUA.
OueHKa NporpaMMHoON NpogyKumn. XapakKTepucTUKN KayecTBa M PyKOBOACTBA MO
NX NPUMEHEHMION;

. TOCT 28195-89 «OugHKa KadecTBa NporpamMHbIX cpefcts. Ob6uime
MOJIOXKEHNSA;

. roCT P M3K 62366-2013 «3penns MeANLMHCKWeE.
MpoekTMpoBaHMe  MEAVULUMHCKUX  U3AEeNIUA  C  YYETOM  3KCnJ/yaTauMOHHOM
NPUro4HOCTU;

. MOCT P 56894-2016/GHTF/SGINO63:2011 «CBOAHbI KOMMIEKT
TEXHNYECKOW  [JOKyMeHTaumm Ans  OeMOHCTpauMn  COOTBETCTBMSA  OOLLUM
ApyHUMNaMm obecrnedyeHNss  6e30MacHOCTM U OCHOBHbIX  (DYHKLUMOHa/IbHbIX
XapaKTePUCTUK MeANLNHCKUX U3LeNniA NS AUarHoCTUKN in Vitroy;

. FTOCT P MOK 61326-1-2014 «O6opyfoBaHue 3neKTpUYecKoe As
N3MEPEHNS,  yrpas/fieHWss M nabopaToOpHOro  npuMeHeHWs.  TpeboBaHUA
3NEeKTPOMarHUTHOM cOBMeCTUMOCTU. HacTb 1. O6uimne TpeboBaHUN»;

. CaHllnH 2.1.7.2790-10 «CaHNTapHO-3aNNAEMNONOrNYECKNE

TpeboBaHMA K 0b6paLLeHno C MeAULMHCKUMWN OTX0AaMUN».

[aHHbIli NepeBof C KATaCKOro U aHrIMNCKOTO A3bIKOB Ha PYCCKUIA A3bIK BbIMOJIHEH
MHOW, nepeBoAYNKOM AranoBoit AneHoi ANeKCeeBHO.
N oeHTUYHOCTL MepeBoaa NOATBEPXKAALD.

SKJITEPVNH
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-bYPI'

Poccuiickas depepauyms
Poccuiickasa depepaums, ropog EkatepuHbypr, CBepg/ioBckas 061acTb

YeTblpHaaLaToOro oKTA6psa ABe ThiCAYM AeBATHAALATONO roga

CeeTnaHa AHaTO/MbeBHa, HOTapuyc ropoga ExartepuHbypra Csepg/ioBcKon 06/1acTu
CBUAETENbCTBYIO MOA/MHHOCTL MOANMCY NepeBoAYMKa AranoBon AneHbl AleKCeeBHbI.
Mognwuckb caenaHa B MOEM MPUCYTCTBUM.

JIM4HOCTL NoANKMCaBLLIErO IOKYMEHT YCTaHOB/EHa.

3apeructpuposaHo B peectpe: Ne 66/15-H/66-2019-7-1566.

AN 5 P AN NapCTBEHHOW NoLwnHbI (Mo Tapudy); 100 py6. 00 kon.
"L " YVy)r NpaBoBOro M TexXHUYeckoro xapakrepa: 540 py6. 00 Kor.

C.A 3auennHa
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