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Introduction

This document is designed for a medical device "Ethanol vapor concentration analyzer in exhaled air
Dingo with accessories" (hereinafter referred to as the analyzer) to achieve sufficient operational
suitability of the medical device(s).

The purpose of the risk analysis:
a) to determine the risks associated with the operational suitability of the product;
b) assess and limit these risks;

c¢) check the measures taken to limit risks.

This file is made according to the requirements of GOST R IEC 62366-1-2021 "Medical devices. Part
1. Design of medical devices taking into account operational suitability".

In order to achieve a sufficient (safe) level ofoperational suitability ofthe analyzer for the patient/user,
an action plan was developed according to the methodology given in Annexes E, G and H to the
standard, so as to have the most complete list of possible risks available.

This document includes the specification ofoperational suitability, the main operational functions, use
cases, user interface requirements for the main operational functions, risk analysis, risk assessment
and the acceptability of residual risks.

During the risk analysis, the following research methods were used: the study of literature, documents
and results of activities in the field under study; monitoring, study and generalization of experience;
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systematic and comparative analysis; formation of expert assessments.

1. Characteristics and purpose of a medical device
1.1 General description, including intended use of the medical device

The Dingo Exhaled Air Ethanol Vapor Concentration Analyzer with Accessories is designed for
express measurement ofthe mass concentration of ethanol vapors in a selected sample of exhaled air.

Class depending on the degree of potential risk of use for medical purposes in accordance with the
nomenclature classifier of medical devices approved by the Order of the Ministry of Health of the
Russian Federation dated June 06, 2012 No. 4n: 1

Scope of application: The analyzer is used in professional practice by medical workers in the
implementation of pre-trip and post-trip inspection of drivers, pre-shift and post-shift inspection of
employees of organizations, as well as ambulance workers. The analyzer can be used for medical
examination for intoxication.

Recommendations on areas of application in the field of state regulation of gaasuringThe uniformity
of measurements:

- implementation of activities in the field of health; ool

- implementation of measures of state control and supervision in the field of road safety (ifthere is a
portable printer for printing measurement results).

Method of application: according to the instruction manual.

1.2 General description of the main functional elements ofthe main type representatives ofthe medical
device

A) Structurally, the analyzer is made in the form of a monoblock. The appearance of the analyzer and
the designations ofthe elements are shown in picture 1.
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IS
Pic. 1 The appearance ofthe analyzer

I.LED 6. On/off/confirmation button 11. Batteries
2. IR port 7. Battery compartment button 12. USB port
3. Display 8. Battery cover with marking 13. Strap hole
4. Up button sticker 14. The hole ofthe
5. Down/menu 9. Sensor unit mouthpiece

button 10. Sensor block latches retainers

15. Mouthpiece

On the front side of the breathalyzer there are on/off buttons, menu navigation and a backlit graphic
display.

The battery compartment cover is located on the back ofthe device. Under it there are batteries and a
removable sensor unit.

In the upper end of the analyzer there is a recess for the mouthpiece, which can be located both left-
hand and right-hand orientation for the convenience of the operator.

The breathalyzer is used for rapid non-invasive testing, exhaled air is used as the analyzed medium.
The device, in a state of readiness for testing, is brought to the mouth of the subject, from whom it is
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required to exhale into a disposable mouthpiece. The pressure from the exhaled air activates the
sampling device, after the analysis of which the result is displayed digitally. Based on the result of the
analysis, the operator decides on further actions in relation to the subject.

The analyzer is simple and easy to operate, its work is based on modem achievements of
microelectronics. The analyzer is controlled using three buttons on the front panel and a menu system.

The analyzer power button is located on the front panel. When the analyzer is turned on, voltage is
applied to the analyzer circuit, and the autotesting procedure begins.

The graphical display shows the measurement results, messages about the operating modes of the
analyzer, the state of charge of the batteries and auxiliary information.

The analyzer uses an electrochemical sensor to measure the mass concentration of ethanol vapors in
the analyzed air, manufactured by Sentech Korea Corp., Korea.

V.

The analyzer's microprocessor controls all operating mod”~hnd converts the output signals of the
measuring sensor into readings. The microprocessor fully controls all stages of the measurement, and
any violation of the procedure is displayed on the display as a corresponding warning. The built-in
software of the analyzers was developed by the manufacturer specifically to solve the problem of
measuring the mass concentration of ethanol vapors in exhaled air, as well as to display the
measurement results on the display. Identification of the embedded software is performed by
displaying the version on the analyzer display in the administrator menu in the "Information" section
in the "Device info" subsection.

All stages of the analyzer are accompanied by sound signals.

When performing measurements, disposable plastic mouthpieces are used. The mouthpiece is
delivered in an individual package, which is opened immediately before taking measurements.

The measurement results are printed out on a portable printer. For communication between the
analyzer and the printer, a communication cable from the supplied package is used. For analyzers in
the Dingo E-200(V) version, it is possible to connect to the printer via the Bluetooth interface.
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2. Technical description of the medical device

2.1 Main technical characteristics

2.1.1 The analyzers comply with the requirements of GOST R 50444-2020, GOST R IEC 60601-1-
2010, GOST R IEC 62304-2013, GOST R ISO/IEC 9126-93, GOST 28195-89, GOST RISO/IEC
12119-2000, GOST R 51188-98, GOST R IEC 60601-1-6-2014 and a set of design documentation.

Name Photo Description

Analyzer case Overall dimensions (L x W x C), mm not
more than: 150x85x10

Weight, g not more than: 20

IS

AA battery Alkaline (alkaline) batteries or
accumulators, rated voltage — 1.5V

Weight, g not more than: 24

Disposable The mouthpieces are made of food-

mouthpiece grade polystyrene, when tested, they are
attached directly to the body ofthe
breathalyzer

Overall dimensions (L x W x C), mm not
more than: 101x 15X 17

Weight, g not more than: 5

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



Sentech Korea Corp. Head office; 21-6, Jimok-ro 75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400

German office:Am Kronberger Hang 2 Schwalbach Am Taurus,65824 Germany Tel:+49 6196 761 0600 www.sentechkorea.com

USA office:SENTECH USA INC, 19700 S.VermontAve.STE200Torrance,CA90502 US Tel:+1 310526 8231 www.sentech-usa.com
Case for The case is made of durable plastic, a
transportation and separate cell is provided inside for each
storage element, which prevents their collision

and, accordingly, accidental damage.

Overall dimensions (L x W x C), mm not
more than: 230 x 55 x 195

Weight, g not more than: 340

A case for The case is made of durable plastic, a
transporting and separate cell is provided inside for each
storing the element, which prevents their collision
analyzer with a and, accordingly, accidental damage.
printer

Overall dimensions (L X W x C), mm not
more than: 330 x 120 x 300

Weight, g not more than: 1460

Arm strap The strap is used to prevent the device
from falling in order to avoid unpleasant
consequences —

Strap length, mm max: 240
Weight, g not more than: 2

Funnel Special mouthpieces for repeated use,
designed to conduct an exhalation test to
obtain an estimated result, are made of
polymer material, attached directly to
the body of the breathalyzer

mouthpiece

Overall dimensions (Lx 0 x C), mm not
more than: 44 x 45 x 33

Weight, g not more than: 5
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Printer

Cable for
connecting the

analyzerto a PC

Cable for
connecting the
analyzer to the
printer

Adapter to the
printer from 220
\%
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The portable printer is used to print out
the test results, powered by 4 AA
alkaline batteries, or from an external
power source via an adapter with a
stabilized output voltage of 7.5 V / 2.0A

Overall dimensions (L x W x C), mm not
more than: 131x76x53

Weight, g not more than: 255

The cable is used for data exchange
between the analyzer and the PC
through a special communication
program, (item 7)

Cable length, mm max: 1530
Weight, g not more than: 61
Input connector interface: USB

Output connector interface: HDMI

The cable is used to transmit the test
results to print.

Cable length, mm max: 1520
Weight, g not more than: 60
Input connector interface: 6P6C

Output connector interface: UDMI

The adapter is used to connect the
printer to a household AC power supply.

Cable length, mm max: 1890
Weight, g no more: 121

Alternating current: 110-220V, 50/60
Hz, 0.5A

Constant current: 7.5V, 2.0A
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AA battery for Alkaline (alkaline) batteries or
the printer accumulators are used for autonomous

power supply of the printer; rated
voltage— 15V

Weight, g not more than: 24

Paper to the Standard thermal paper with a width of
printer 57 £ 0.1 mm, is used to print out the
test results

Name of the parameter Specifications
Dingo £-200 Dingo E-200(B)

General information:

Weight, g, no more 5 200

Overall dimensions (Hx WXD), mm no more 133x65x33

Sensor Type electrochemical removable

Purge mode 1. Measuring mode - through a disposable
mouthpiece

2. Screening mode - through a funnel
mouthpiece, or without the use of

mouthpieces
Calibration interval 1 year
Displaying results 4 - bit digital display
Range of indications, mg/1 Or 0,000 go 2,000
The price of the lower division of the scale 0,005
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discharge, mg/n
Parameters of the analyzed gas mixture when

the sample is fed to the input of the analyzers
(automatic sampling mode):

- consumption ofthe analyzed gas mixture,
Umin, not less

- the volume ofthe sample ofthe analyzed gas
mixture, 1, not less

Time of preparation for work after switching
on, s., N0 more

Measurement time after sampling, sec., no more
Preparation time for operation after analysis of
a gas mixture with a mass concentration of

ethanol 0.50 mg/1, sec., no more

The time interval ofthe analyzers without
adjusting the readings, months, no more

The number of measurements on the analyzers
without replacing the batteries, at least

Communication with the printer

Tel.+82 31 8071 4400
Tel:+496196 761 0600
Tel:+1 310 526 8231
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1,2

20

10

120 i

12

3000

1 Via USB port via a
wired cable

1. Via USB port
via a wired cable;

2. Via Bluetooth
protocol

Power supply:

Analyzer power supply
Number of batteries, pcs.

Operating voltage, V
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Printer power supply AA type battery
Number of batteries, pcs. 4
Operating voltage, V 6

Operating conditions:

Operating temperature range From +10X to +40°C
Relative humidity From 10% to 90%
Atmospheric pressure From 84,0 kPa to 106,7 kPa

Transportation and storage conditions:

Ambient temperature From-10°C to + 50°C

Relative humidity From 10% to 90% (without condensation)
Atmospheric pressure 60kPa-140kPa

Special requirements for transportation and Keep the appliance away from alcohol-
storage conditions containing liquids

Measurement range of Limits of permissible error

ethanol mass concentration, .

mgh Absolute Relative

From 0,000 to 0,500 include. +0,050 mg/l
More than 0,500 to 1,500 . +10%

Notes:

1) In the analyzers, the minimum interval of readings is programmatically set, which are
displayed on the analyzer display and paper media in the form of zero readings: from 0.000
to 0.030 mg /L

2) When checking the readings ofanalyzers using ethanol/ nitrogen gas mixtures in
pressure cylinders, a conversion factor of the readings K ~ GS equal to 1.1 is used

3) There is no additional error due to the presence of unmeasurable components.
2.2 The scope of delivery of the medical device
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I. Ethanol Vapor Concentration Analyzer in exhaled Dingo air with accessories consisting of:

1. Dingo E-200/ Dingo E-200 breathalyzer(V) - 1pc.
2. AA battery - 2 pcs.

3. Disposable mouthpiece - 5 pcs.

4. Case for transportation and storage - 1pc.
5. Hand strap - 1pc.

6. Passport - 1pc.

7. Instruction manual - 1pc.

Accessories:

1. Analyzer case - 1pc. (ifnecessary)
. Funnel mouthpiece - 1pc. (if necessary)

2

3. Printer - 1pc. (ifnecessary)

4. A case for transporting and storing the analyzer with a printer - 1pc. (if necessary)
5. Cable for connecting the analyzerto a PC - | pc. (if necessary)

6. Cable for connecting the analyzer to the printer - 1pc. (ifnec&ssary)

7. Adapter to the printer from 220V - 1pc. (if necessary) .

8. AA battery to the printer - 4 pcs. (if necessary)

9. Paper to the printer - 1roll (if necessary)

2.3 Marking

2.3.1 The marking of the medical device is made in accordance with the requirements of GOST R
50444, GOST R IEC 60601-1, GOST R ISO 15223-1, in Russian, in printed form and is resistant to
aggressive environments in acceptable operating and maintenance conditions ofthe medical device.

2.3.2 On the back cover ofthe analyzer there is an individual marking of the product, which contains
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the following information:

- name of the product model,

- trademark;

- serial number;

- date of manufacture in the format month/year;

- Refer to the operating instructions;

- the sign of the measuring instrument;

- rated voltage;

- degree of protection according to IP classification;

- the name of the manufacturer and the country of manufacture.

There is an individual marking on the back of the printer, which contains the following information;
- name of the printer model;

- serial number;

- DC value;

- The name and address ofthe manufacturer and the country of manufacture.

2.3.3 Transport marking according to GOST 14192. A marking is applied to the transport container
(packaging), which contains the following information:

- product name;

- trademark;

- "special disposal" sign; ~

- production date in month/year format;

- overall dimensions of the package;

- gross weight;

- registration certificate number;

- barcode;

- storage conditions;

- transportation conditions;

- name ofthe manufacturer;

- address of the manufacturer;

- authorized representative of the manufacturer;

- manipulative signs.

The marking is applied to a paper label.

The handling signs corresponding to the values are applied to the transport package: “Fragile.
Caution”, “Top", “Keep away from moisture”.

The designation of storage conditions and other additional inscriptions are applied to the container or

13
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label in places free from transport markings.

2.4 Packaging

The operational documentation is packed in a plastic bag.

Disposable mouthpiece, funnel mouthpiece are packed in a HDPE plastic bag with a density of 925
kg/m3, 0.1 mm thick, manufactured by Shenzhen Xing Sheng Li Imports and Exports Co., Ltd.
(China).

The analyzer with accessories is packed in a case and transport packaging - a corrugated box made
of five-layer corrugated cardboard with a thickness of 6 mm, a density of 150 g/m3, white color,
overall dimensions (L x WxC) not more than 400x250x305 mm, gross weight not more than 2.5 kg,
manufactured by Shenzhen Xing Sheng Li Imports and Exports Co., Ltd." (China).

3. Identification of the characteristics of a medical device that affect the safety of its use

To identify the characteristics of the analyzer related to operational suitability, which may have an
impact on safety, a list of questions has been compiled in accordance with GOST R IEC 62366
Appendix E. The answers to the compiled questions helped to conduct a comprehensive and most
complete identification ofthe dangers associated with the use of a medical device.

E.2.1 Is the medical device sterile or is it intended for
sterilization by the user, or are other types of
microbiological treatment necessary?

Factors considered:

- is the medical device intended for single or multiple use;

- any restrictions on the number of cycles of repeated
applications;

- the method of the sterilization process used.

Is the medical device labeled appropriately to inform the
user whether it is intended for single or multiple use?

Are any handling or service life restrictions clearly indicated
on the packaging?

The operational documentation should clearly indicate the
appropriate methods and means for cleaning or sterilization,
and provide information on the frequency of cleaning.

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

Designedfor repeated use
Does not require consideration

Does not require consideration
Does not require consideration

Specified

Disinfection ofthe analyzer must be
carried out after each use by wiping
the outer surfaces twice with a cloth
made of calico or gauze moistened
with a 3% solution of hydrogen
peroxide, in accordance with MU-
287-113. The napkins should be
wrung out. It is not recommended to
use products containing aldehydes.
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E.2.2 Are measurements being performed?
Factors considered:

- measured variables;

- reliability;

- accuracy of measurement results;

Tel. +82 31 8071 4400

Tel:+49 6196 761 0600

Tel;+1 310526 8231

- awareness of the frequency with which measurements need

to be carried out;

- parameter affecting the result;

- necessary consumables;

- how to handle the results and interpret them.

www.sentechkorea.com
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Mouthpieces are disposable, are not
subject to reuse and processing,
they should be disposed ofin
accordance with SanPiN 2.1.3684-
21. A disposable mouthpiece and a
disposable mouthpiece with a
check valve must be disposed of in
accordance with Class B

YES

Requires consideration
Requires consideration
Requires consideration
Does not require consideration

Does not require consideration
Requires consideration
Requires consideration

B.2.3 Is the medical device intended for use in
conjunction with medicines or other medical
technologies? -

Factors considered:

- identification of any medications or other medical
technologies that may be involved in the interaction;

.

Does not require consideration
- possible problems associated with such interaction; Does not require consideration
- as well as the patient's reaction to the treatment. Does not require consideration

E.2.4 Is there an unwanted release of energy or
substances?

Factors considered:

LU

- noise and vibration; Does not require consideration

- heat; Does notrequire consideration

- radiation (including ionizing, non-ionizing and Does not require consideration
ultraviolet/visible/infrared radiation);

- leakage currents; Requires consideration

- electric and/or magnetic fields; Requires consideration

- the negative impact of noise, vibration, heat and waste (for
example, exhaust gases) on the physiology and psychology

Does not require consideration

15
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of patients and third parties.

B.2.5 Is the medical device sensitive to environmental
influences?

Factors considered:

- shock, vibration;

- pressure, temperature and humidity;

- illumination;

- sensitivity to changes in power supply and cooling;
- electromagnetic interference.

£.2.6 Are there any special consumables or accessories
related to the medical device?

Factors considered:

- shock, vibration;

- pressure, temperature and humidity;

E.2.7 Is maintenance and/or calibration necessary?
Factors considered:

- is preventive maintenance and/or calibration carried out by
the user or the responsible organization;

- whether special substances or equipment are necessary for
proper maintenance and/or calibration.

E.2.8 Does the medical device have a limited shelf life?
Factors considered:

- marking;

- indicators;

- methods of disposal of a medical device.

E.2.9 Are there any delayed and/or long-term
consequences of using?

Factors considered:

- ergonomic and cumulative effects;

- prolonged exposure to vibration, noise, heat, gases, as well
as insufficient ergonomics (wear ofjoints, muscles and
nerves, etc.).

E.2.10 What mechanical forces can affect a medical
device?

Factors considered:

- information about whether the responsible organization,
the user, or controls the mechanical forces affecting the
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YES
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YES
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YES
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I.' . mm 1 YES V

o
Requires consideration
Does not require consideration
Requires consideration

NO

Does not require consideration
Does not require consideration

Does not require consideration
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medical device;

- it is controlled by the user in interaction with other
persons.

E.2.11 Is the medical device intended for single use?
Factors considered:

- is the medical device self-destructible after use;

- is it obvious that a medical device has been used?
E.2.12 Does the installation or use of a medical device
require special training or special skills?

Factors considered:

- novelty ofthe medical device;

- probable skills and training ofthe person installing the
medical device.

E.2/13 What information on safe use will be provided to
the user?
Factors considered:

- will the information be provided to the user directly by the
manufacturer or will third parties be involved, such as
installation/installation specialists, caregivers, healthcare
professionals or pharmacists, and whether training is
implied;

- commissioning and transfer to the user and the feasibility /
possibility of installation by persons who do not have special
skills.

E.2.14 Can the design features of the user interface lead
to operational/application errors?

Factors considered:

- design features ofthe user interface that can lead to errors
in operation/application.

E.2.15 Is a medical device used in an environment with a
lot of distractions?

E.12.16 Does the medical device have connecting parts or
accessories?

Factors considered:
- the probability of incorrect connection;
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YES
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Theproduct has a disposable
mouthpiece, which must be
attached.
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- differentiation;

- similarity with compounds in other products;

- the strength of the connection.

E.12.17 Does the medical device have a control interface?
Factors considered:

- spatial distribution of controls, their coding, grouping,
mutual arrangement;

- types of responses;

- gross mistakes;

- differentiation of management;

- image quality;

- discreteness or continuity of operation of controls;
- reversibility of settings or actions.

E.12.18 How information is displayed on a medical
device?

Factors considered:
- conditions, orientation, visual capabilities of the user;
- populations, clarity ofthe information provided;

- blocks, color coding and availability of critical
information.

E.12.19 Is the medical device controlled using the menu?
Factors considered:

- difficulty and number of menu levels;

- sufficiency of information about the status of the menu;

- location of settings;

- navigation method, the number of steps in one action;

- - clarity consistency and memory problems;

- the ratio of importance and availability of management
functions.

E.12.20 Will the medical device be used by persons with
special needs?

Factors considered:

- mental and physical capabilities;

- user skills and training;

- ergonomics issues;

“the environment in which the medical device will be used;
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- who will be installed and whether the patient can control or Requires consideration
influence the use ofa medical device.

E.12.21 How can a medical device be intentionally used
incorrectly?

Factors considered:
- incorrect use of connectors Requires consideration
- disabling security elements or alarm systems; Requires consideration

- disregard of the MANUFACTURER'S recommendations Requires consideration
for maintenance.

E.12.22 Is the medical device intended for use as a
: YES
mobile or portable?

Factors considered:
- clamps, handles, wheels, brake; Does not require consideration
- mechanical stability and durability. Requires consideration

4. Operational Suitability Specification

The Serviceability specification is the documentation defining the user interface requirements
regarding serviceability.

1. DESCRIPTION T

The Dingo Exhaled Air Ethanol Vapor Concentration Analyzer with Accessories is designed for
express measurement of the mass concentration of ethanol vapors in a selected sample of exhaled
air.

Analyzers can be used both for self-monitoring and for checking third parties. Analyzers are portable
automatic devices of cyclic action. The work of the analyzers is fully automated, all stages of
preparation and testing are accompanied by an audible alarm and text messages.

2. SUMMARY OF THE MEDICAL DEVICE APPLICATION SPECIFICATION
2.1. Medical appointment

The Dingo Exhaled Air Ethanol Vapor Concentration Analyzer with Accessories is designed for
express measurement of the mass concentration of ethanol vapors in a selected sample of exhaled
air.

2.2. Patient population
Age: from 12 years
Weight: no restrictions.
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There are no contraindications to use.

Note: Diabetes, a low-calorie diet and other factors that lead to an increase in the concentration of
ketones in the body may manifest themselves during testing in the form of small concentrations of
ethanol that do not exceed the permissible threshold of 0.16 mg/1.

Nationality: any.
Patient's condition:
- - condition is not important.
2.3. Bodypart or typeoftissue to which it is applied or jpteracts with

Area of measurement/exposure: surface contact with human skin in the process of taking an air
sample to analyze the concentration of ethanol vapors in the exhaled air.

Conditions: used as an analyzer of the concentration of ethanol vapors in the exhaled air of the
patient.

2.4. Intended User

Education:
- minimum: unlimited.
-maximum: unlimited.

Knowledge:
- minimum: reading and understanding Arabic numerals when writing them.
-maximum: unlimited.

Understanding ofthe language: Russian.

Acceptable disadvantages:
- moderate decrease in visual acuity or vision corrected;
--color blindness. it-
2.5. Application
General provisions:
- - Use both indoors and outdoors.

Operating conditions of a medical device
Operating temperature range: from +10°C to +40°C
Relative humidity: from 10% to 90%

Atmospheric pressure: From 84.0 kPa to 106.7 kPa

During operation, the analyzer must be serviced by qualified personnel - specialists of the buyer
(or third parties hired by the buyer and agreed with the manufacturer). The frequency of
maintenance ofthe analyzer is carried out at least once every 12 months.

Frequency ofuse: short-term regular use.
Mobility: mobile, portable product.
3. MAIN WORKING FUNCTIONS
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Frequently used functions:

- Screening mode;

- Printing of measurement results;
- Active test;

- View memory;

mCleaning and disinfection.

SECURITY -related functions:
- Protection from moisture and dust;
- Electrical safety class II;

- - cleaning and disinfection.

4. USAGE SCENARIOS

(See paragraph 1.2)
5. USER INTERFACE REQUIREMENTS FOR BASIC OPERATIONAL FUNCTIONS

Screening mode:

- Easy button detection, menu navigation;
- the location eliminates the random selection of an inappropriate function.
- easy reading of control icons, test results.

Printing of measurement results:

- availability of a portable/built-in printer;

- easy to connect to a portable printer;

- - fast printing immediately after the test for the built-in printer.
- the ability to re-print.

Active test:

- Easy button detection, menu navigation;

- location eliminates the random selection of an inappropriate function;
- speed of analysis;

- easy reading of control icons, test results.

Memory view:

- - availability of memory for a large number of measurement results;
- easy reading of the results on the product screen;

- sort by date and time.

Cleaning, disinfection and sterilization:
- no surrounding protrusions or crevices for easy cleaning;

- protection of the control imit, dust/moisture protection ofthe housing.

6. REQUIREMENTS FOR DETERMINING WHETHER THE MAIN OPERATIONAL
FUNCTIONS ARE EASY FOR THE USER TO UNDERSTAND

Screening mode:
- the color scheme, the location of the buttons, their designation do not affeet the user's

understanding ofthe functions;
- easy attachment of a disposable mouthpiece.

Printing measurement results:
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- the type of printer, the location of the buttons do not affect the user's understanding of the
functions.

Active Test:
- the color scheme, the location ofthe buttons, their designation do not affect the user's

understanding of the functions;
- easy attachment of a disposable mouthpiece.

Viewing memory:
- easy sorting of measurement results by date and time;
- large font, convenient placement of information on the screen.

Cleaning, disinfection and sterilization:
-control unit, housing meet the requirements of moisture protection;
- the case has no protrusions, cracks, hard-to-reach areas

5. Risk assessment
For a complete risk analysis of the operational suitability of a medical device, the entire range of

application scenarios and related factors that can lead to harm were considered. For the evaluated
medical devices, many hazards will never lead to harm and can be excluded from further consideration.
The definition and relationship of the terms are shown in the figure and in Table FI. In accordance
with GOST R IEC 62366 Annex F.

Term Value from ISO 14971
Harm Physical injury or damage to human health, or property, or the
environment
Danger Potential source of harm AN
DANGEROUS Circumstances in which people, property, or the environment are
SITUATION exposed to one or more hazards
Risk The combination ofthe probability of causing harm and the severity of
this harm
SEVERITY Measure of possible consequences of danger
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Note 1is the probability of a dangerous situation.

Note 2 is the probability that a dangerous situation will lead to harm.

Figure F.l - Graphical representation of the relationship between danger, sequence of events,
dangerous situation and harm

Evaluation criteria:
To analyze the risk of operational suitability of a medical device, a qualitative method described in

Appendix D of GOST ISO 14971 was used.
Determine 3 levels of probability (Table B.l) and 3 levels of severity (Table B.2).Till in a 3 X 3 matrix
(Table B.3) to describe the probability and severity ofrisk for each dangerous situation. Each element

of the matrix represents a subgroup ofthe full set of possible risks.
The elements ofthe matrix are formed by the intersection of the range of possible probabilities and the

range of possible severity (possible consequences).

Table D.I - Levels of severity of harm by qualitative characteristics
Determination of severity Description

Significant (3) Death, or loss of body fimctions, or a change in the
anatomical structure ofthe body

Moderate (2) Reversible or minor injury (lesion)
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Negligible (1) No injury (lesion) or very minor injury (lesion)

Table D.2 - Levels of probability of harm Dyqualitative characteristics

Determination of probability Description

High (3) A very likely, frequent risk

Average (2) Possible, but not frequent risk

Low (1) Usually an impossible, rare, long-term risk

When using probability designations in the rows of the matrix, and severity designations in the
columns, a 3x3 risk matrix can be created (Table D.3). The risks that are defined (RI, R2, R3 ...) are
entered into the corresponding elements of the matrix.

Table D.3 Risk assessment matrix

Levels of severity of harm

Probability levels of harm Negligible (1) Moderate (2) Significant (3)
High (3)
Average (2)
Low (1)
Symbols:
- gray color is an unacceptable risk;

- white color - acceptable risk
thus, the risks falling into the area of the gray matrix will be unacceptable.

To assess the risk, Table 3 "Risk assessment and risk management measures introduced at the MI
production stage" considers possible dangerous situations with an indication ofconstructive, protective
and informational measures to prevent them. This table also provides an assessment ofthe probability
of a dangerous situation and possible harm, as well as a conclusion about its admissibility.

Table 3. "Risk assessment and risk management measures introduced at the M1 production stage"

Ne Dang Descriptio Risk assessment larm  User Residual risk
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*The described scenario includes a sequence of events, at least one of which is an OPERATION/APPLICATION ERROR, and
influencing factors that, starting from DANGER, through a dangerous situation, lead to HARM. The underlined part of the
description indicates an OPERATION/APPLICATION ERROR. The italicized part ofthe description indicates A DANGEROUS
SITUATION.

6. Residual risk

Table D.4 Residual risk matrix

Levels of severity of harm Negligible (1) Moderate (2) Significant (3)
\Probability levels of harm

High (3)

Average(2) P3

Low(l) P5,P6,P8 Pl,P2.P4. P7

P1-P8is the risk number according to j"able 3,
Symbols:
- gray color - unacceptable risk; - white color - acceptable risk

As you can see, all the predicted risks are in the range ofacceptable values and are acceptable.
Therefore, the residual risk can be considered insignificant.

7. Conclusions

Using Table 3 "Assessment of harm due to hazards related to operational suitability”, a list of known
and predicted hazards has been compiled, the sequence of events of at least one of which is an
operation/application error and through a dangerous situation leads to harm, the predicted
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consequences associated with the use of a medical device, the probability and severity of harm have
been determined.

The residual risks of all hazards in a certain scenario were considered and evaluated, none of the
hazards remained outside the risk analysis. The completeness of risk management is confirmed by a
commission consisting of qualified technical personnel.

As a result of the risk analysis, 8 predicted dangerous situations were identified, the residual
cumulative risk of M1 is acceptable.

Nevertheless, the residual risk requires attention from the manufacturer and user ofthe medical device.
It is necessary to provide for additional collection of information from consumers.

8. Conclusion

The design process has been carried out taking into account the operational suitability of a medical
device: An analyzer for the concentration of ethanol vapors in the exhaled air of a Dingo with
accessories. The residual cumulative risk of M1 is acceptable.

Appendix A
List of documents referenced

The designation of
the document to

. Name of the document
which the reference

is given
GOST 8273-75 Wrapping paper. Technical conditions. ,
GOST 8828-89 anﬁgigzzzlr and double-layer waterproofpackaging paper. Technical
GOST 9569-2006 Waxed paper. Technical conditions.
GOST 10354-82 Polyethylene film. Technical conditions.
GOST 14192-96 Marking of goods.
GOST R ISO 15223- Medical products. Symbols used for labeling on medical devices, labels
1-2014 and accompanying documentation. Part 1. Basic requirements.

Medical products. Classification depending on the potential risk of use.

GOST 31508-2012 .
General requirements.

Medical devices, apparatuses and equipment. General technical
conditions.

GOSTRIEC 60601- Medical electrical products. Part 1. General safety requirements
1-2010 considering the main functional characteristics.

GOST R 50444-2020

Medical electrical products. Part 1-2. General safety requirements,
considering the main functional characteristics. Parallel standard.
Electromagnetic compatibility. Requirements and tests

GOSTRIEC 60601-
1-2-2014
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GOSTRIEC 62366-
1-2021

GOST ISO 14971-
2021

MU-287-113 dated
30.12.1998

GOSTRIEC 60601-
1-6

GOST 30893.1

Medical products. Part 1. Design of medical devices considering
operational suitability

Medical products. Application of risk management to medical devices

Guidelines
for disinfection, pre-sterilization cleaning and sterilization of medical
devices.

Medical electrical products. Part 1-6. General safety requirements,
taking into account the main functional characteristics. Additional
standard. Operational suitability

Basic rules of interchangeability. General tolerances. Limit deviations of
linear and angular dimensions with unspecified tolerances
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1. Onucanue u paGota
1.1 HasraueHHe MEIUIMHCKOr0 H3ACTHA

AHANH3ATOp KOHLEHTpAMH IIapOB 3TaHoNa B  BRABIXaeMOM Bosayxe JluEro c
NPHHANICKHOCTAME NPegHA3HAYCH JUIA SKCHPECCHOTO HM3MEPEHRA MACCOBOH KOHIEHTpamud
[apoB 3TaHoNa B 0ToOparHoil mpobe BLABXAEMOro BO3AYXa.

Ob6nacts npuMeHeHUA:

AHANH3aTOp HCTIONB3YeTCA B NPOodeCCHOHATEHON NPAKTHKE MEJMIMHCKAMH PabOTHUKAMH NpH
OCYIICCTBIICHAH NpeapelcOBOr0 H MOCHepelCOBON0 OCMOTpa BOAMTENCH, HPEACMCHHOIO M
IOC/IECMEHHOTO OCMOTPA COTPYAHHKOB OpraHH3ammH, a Takke paGoTHHKaME CKOPOH IOMOMIH.
ABATA3ATOP MOXET NPHMEHATHCA IS MENMIMHCKOTO OCBHACTCIECTBOBAHMA HA COCTOSHHE
ONLAHEHHA.

Pexomenmannu mo o0nmacTaM npEMeHeHHs B cdepe roCyAApCTBEHHOTO peryMpOBaHKA
obecrieueHns CAMKCTBA HIMCPEHHL:

- OCYIIECTRIICHHE ACATEILHOCTH B 001aCTH 34paBOOXPaHCHHSA;

- OCYMECTBJICHHE MEPONPHATHH TOCYAapCTBEHHOTO KOHTPOAd M Haazopa B olnactd
ofecneyenns $e30nacHOCTH JOPOKHOIO ABHXKCHHA (IPH HATHYHH HOPTATHBHOrO MPHHTEPa UIA
PacneyaTKy pe3yNbTaTOB H3MEPEHHA).

1.2 KoMniekTamua MEAMIMACKOTO H3ACTHA « AHATH3ATOP KOHLEHTPALHH NIapOB 3TAHONA B
BHIZILIXAEMOM BO3AyXe JIHHTO ¢ IPARAIICHKHOCTAME ),

1. Anmxotecrep Juuro E-200/ dunro E-200(B) - 1 mr.
2, OneMeHT NUTAHAA THTA AA- 2 T,

3. OgnopazoBbili MyHAIITYK — 5 IUT.

4, Pememox Ha pyky — | mT.

5. Ilacmopr — 1 mrt.

6. PyxoBoRcTBO O KCIUTyaTaiHH — | mT.

IpuBamIexHOCTH:

1. Yexon ans ananmsaTopa — 1 mr. (mpx Heo6X0AMMOCTH)

2. MynzmTyk-poponka — | mT. (IpH BeOOXOMAMOCTH)

3. Ilpuntep — 1 mT. (p4 HEOOXOAMMOCTH)

4, Keiic ans TpaHCTIOPTHPOBKH H XpaHeHNs — 1 mT. (upH HeOGX0AHMOCTH)

5. Keftc s TpaHCNOPTHPOBKH H XpaHEHAA aHAIK3ATOPa ¢ NPUHTEPOM — | TIT. (pH
He0OX0MMOCTH)

6. Kabens ana noaxmovucsng asanuzaropa K I1K — | mr. (npr Beob6x0mMMOCTH)

7. Kabens nng noAxmoYcHAS aHaMM3aTOpa K IPHHTEPY — 1 miT. (IpH HEOGXOANMOCTH)
8. Ananrep K npuHTepy 0T 220B - 1 mT. ((pPH HEOOXOAUMOCTH)

9. DneMeHT MUTaHuA THRA AA K NpAATEpY — 4 mIT. (MpH HeoOXOMMMOCTH)

10. Bymara x npuHTepy — 1 pynos (npx HeoGxoaAMOCTH)

Hponspozurens;

«CenTtex Kopes Kopn.», Kopes.

Sentech Korea Corp., 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggl-do, Korea.
Tenedon: (82 31) 80714400

Caitr: www.sentechkorea.com

Anpec 3nexTporHO# nouTH: sentech@paran.co.kr
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Mecto nponssozcTea:

Sentech Korea Corp., Kopes

Anpec: 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea
Tenedon: (82 31) 80714400

Caiit: www.sentechkorea.com

Aapec anexktpoHHO# nouTh: sentech@paran.co.kr

O6mectB0 ¢ orpanndeHHOM oTBeTcTBEHHOCTHIO «APHIIEC»
{000 «<APHJECY»), ApmMenns

Anpec: 0064 Epesan, Manatas-Cebactus, yn. Paddn, 111
Tenedon: +37411 26 99 50

Caitt: arides.am

Anpec 3MeKTPOHHOMN MOYTH: mfo@andes am

Oﬁmec'mo c orpannqennoﬁ mercrneuuoc‘mo «CHMC-Z» (000 «CHMC-2»),
125430, r. Mocksa, ynuna Mutusckas, A.16, 31. 10, nom. 10125, xom. ¢ 15 mo 18

Tenedon: +7(495)792-31-90
Caitr: www.sims2.ru
Anpec sanexTponHo#t nouTs!: info@sims2.ru

1.3 Knaccuduxanns MeMITMHCKOrO H3/ICIHA

¢ PaspaGoTka, DpOM3BOACTBO H MNpPOAXKA MIAEIHUA COOTBETCTBYeT TpefoBaHmaM: ISO
9001:2015. Homep cepruduxara RQM3756. Mara seimaun: 19.05.2023, neificrsaTenes no
18.05.2026, voraduumposannbii opran Korea Management Registrar,

s Bax MeaMUEHCKOrO ®W3AEIHA B COOTBETCTBHA ¢ HOMEHKnaTypHof xiaccuduxaumeit

MEAAMUHCKAX H3Ae/Mit Ha TeppaTopru Poccun - 175450,

e Kiacc B 38BHCAMOCTH OT CTCNCHH NOTCHIHANLHOIO PHCKA NPHMCHCHHMS B MCXHIMHCKHX
OE/IAX B COOTBETCTBHM ¢ HOMCHKNATYPHBIM KnaccHOHKATOpOM MEMMIMHCKHX H3Ac/Hit,
YTBepAACHHBIM INpHKa3oM MHHACTEPCTBa 3ApaBooxpanenus Poccniickolt Oeacparmn ot 06
mions 2012 r. Ne4u - 1.

o Kor OOmepoccuiickoro xnaccupuxaTropa NpPOAYKUMH N0 BHAAM 3SKOHOMHIECKOH

nesrensHocTH OKITIR: 26.60.12.124
e CreneHb 3a0MTH OT BPSAHOrO IPOHHKHOBEHHA BoABI: IP54.

CTenmeBp 3aIMTH OT NOPAXKEHHN VICKTPHMCCKHMM TOKOM: H3AENHE C BHYTPEHHHM
HCTOYHHMKOM IIHTAHAA, THN B.
Knacc nporpamMmaoro oGecnevenns: Knace A

1.4 Ocobnie crolicTBa METUITHHCKOTO H3AEHA H NOKA3AHHA

1.4.1 CrepunsaocTs
MemuumBCcKoe U3ACTHE MOCTABISETCS HECTCPHNILHEIM.

1.4.2 Hannume nekapcTBEHHRIX BELIECTB
B manHoM MeaunEHCKOM m3gennu (zatee MH) B kauecTBS KOMITOHCHTA HE IPHMCHAIOTCH
JICKAPCTBECHHEIC BEIIECTRA.

1.4.3 Conepxanune HpOH3BOAHKIX YESNIOBSUCCKOH KPOBY
Hannoe MH He conepxuT KpoBH HIH KOMIIOHCHTOB KDOBH Y€JIOBEKA.

1.4.4 ConepxaHue KOMIIOHCHTOB U3 TKaHEeH KHBOTHONO NPOHCXOXKCHHS
Jaunoe MU He comepXuT KOMIOHEHTHI, NONYYEHHRIC H3 TKAHCH XHBOTHOTO IPOHCXOXKICHAA.
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1.4.5 Cofep>xxaHue pranatos
JaHHoe M He cofep>XUT (hTanaTos.

1.4.6 Coiep)aHue MyTareHHbIX U KaHLepOreHHbIX KOMMNOHEHTOB
[aHHoe M He coaepXUT MyTareHHbIX 1 KaHLLEPOTeHHbIX KOMMOHEHTOB.

1.4.7 OTHOWeHMe K n3genuam kateropun AP nnn APG.
JaHHoe MW He aBngaetca nsgenvem kateropum AP nnm APG.

1.4.8 IpoTnBONOKa3aHUA

MpoTMBONOKAa3aHNSA K NPUMEHEHUIO OTCYTCTBYIOT.

MpumeyvaHue: [dunabeT, HU3KOKanopuiiHas pgueta w apyrue daktopbl, npuBoAsAwWne K
MOBbLMMEHWNIO KOHLEHTpaLuuyM KeTOHOB B OpraHusme, MOryT Npu TECTUPOBAHWMN MPOABAATLCA B
BMAE HEGONbLINX KOHLEHTPpaLUin aTaHoMa, He NpeBblWarWwmnx onyctumMslin nopor B 0,16 mr/n.

1.4.9 BO3MOXHble NO6OUHbIE 3 PEKTbI
Mpu HagnexauieM yxofe U TeXHUYEeCKOM 06CNyXXMBaHMM B COOTBETCTBUM C PYKOBOACTBOM MO

aKcnayaTauun, faHHoe MeAnLMHCKOE n3fenne He 0KasblBaeT MOGOUYHbIX AeACTBUIA.

1.4.10 MNMokasaHWs K NPUMEHEHNIO
MokasaHMeM K MPUMEHEHUIO aHanM3aToOpPOB ABASETCA HEO6XOAMMOCTb MPOBEPKM Ha Haanuvue

a/IKorons B opraHnM3me 4enoBekKa, B YaCTHOCTW, NPU CNELYIOLWNX BHELWIHUX NPOABNEHUAX:
3anax ankorons 3o pra.

HeycToinuMBOCTb NO3bl.

HapyweHue peun.

BbipaxeHHOe fpoxaHue nanbLes pykK.

Pe3Koe N3MeHeHMe OKPaCKN KOXHbIX MOKPOBOB NnLia.

MoBeaeHMe, He COOTBETCTBYHOLLLEE 06CTAHOBKe.

Sk wbd

1.5 TexHNYecKne XapaKTepucTuKn

Tabnuua 1
HanmeHoBaHMe napameTpa XapaKTepucTukun
AuHro E-200 AvHro E-200(B)
O6Lwme cBeaeHUs:
Macca, r, He 6o/iee 200
FabapuTHble pasmepsl (BXLLUXIT), mm He 6onee 133x65x33
Tun ceHcopa 3N1EKTPOXUMMNYECKN CbEMHbI
PeXXxMm npofyBaHus 1. N3mepuTenbHbIli pexunm - yepes
04HOPa30BbI MYHALWTYK
2. CKPUHWUHTOBBIN PeXWUM - Yepe3 MyHALWTYK-
BOPOHKa, 160 6e3 NpYMeHeHUs MYH/ALWTYKOB
MeXKannmbpoBOYHbIN MHTepBan lrog
OTo6paXkeHne pe3ynbTaToB 4 - paspsALHbIA UM POBOW gucnnen
[dnana3oH nokasaHuii, mr/n Ot 0,000 go 2,000
LieHa MnagLiero fgeneHuns paspsaga wkanbl, Mr/n 0,005

MapameTpbl aHaIN3NPYEMOil ra30BOA CMeCK
npv nofgadve npo6bl Ha BXO aHan3aTopoB
(aBTOMATMYECKNI pexxum oTH60pa Npobbl):
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- pacxoj aHann3npyemoi rasoBoii cmecH,
N/MVH, He MeHee

-06beM Npo6bl aHaNM3NPyeMoil ra3oBoin cmecu,
N, He MeHee

Bpemsa noArotosku K paboTte nocne
BK/IIOYEHMA, C., He Bosee

Bpems nsmepeHunsa nocne otéopa npobel, C., He
6onee

Bpems nogrotoBky K paboTe nocne aHanusa
ra3oBoil CMecu C MacCOBOW KOHLeHTpaumei
ataHona 0,50 mr/n, c., He 6onee

WNHTepBan BpemeHn paboTbl aHanM3aTopos 6e3
KOPPEKTUPOBKYM NOKa3aHwii, MecsLes, He 6onee
Yuncno n3MepeHnin Ha aHanmsatopax 6e3
3aMeHbl 6aTapeli NUTaHUA, He MeHee

CBAa3b C NpUHTEPOM

1,2
20
10
120
12
3000
1. Yepe3 USB-nopT 1. Yepe3 USB-
nocpeAcTBOM NPOBOAHOrO  MopT
Kabens nocpeacTsoM
MPOBOAHOIO
Kabens;
2. Mo npoTokony
Bluetooth

NCTOYHNK NUTaHuA:

VCTOUYHMK NUTaHMA aHannsatopa
KonnyecTtBo 3/1eMEHTOB NUTaHKUA, LWIT.
Pabouee Hanps)eHue, B

McTouHUK NnuTaHUsA NnpuHTepa
KonnyecTtBo 3/1EMEHTOB NUTAHUA, LIT.
Pabouee Hanps)eHue, B

dNneMeHT NuTaHusa Tuna AA
2
3

OneMeHT nuTaHua Tuna AA
4
6

YcnoBusa akcnayaTauum:

[vana3oH pabounx Temneparyp
OTHOCUTENbHAA BIAXKHOCTb
ATMOC(epHOe AaBneHune

07+10°C po +40°C
oT 10% ao 90%
Ot 84,0 klMa go 106,7 klNa

YcnoBuA TpaHCNOPTW POBaHNA N XPaHEHUS:

TemnepaTypa OKpy>XatoLiel cpeapbl
OTHOCMTEeNbHAA BNAXHOCTb
ATMOC(hepHOe faBneHue

Ocobble TpeboBaHMA K YCNOBUAM
TPaHCNOPTUPOBAHUA N XPaHEHUA

Tabnuua 2
[nana3oH namepeHui

MacCOBOW KOHLeHTpaunm AGCONOTHOM
aTaHona, mr/n
071 0,000 go 0,500 Bkntou. +0,050 mr/n

Cs. 0,500 go 1,500
MpumeyaHuns:
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0T7-10°C pgo + 50°C

OT 10% fo 90% (6e3 KoHAeHcaLun)
60 kMa- 140 kMa

XpaHnuTb Npn6op Baanu oT
anKoro/ibCoAepXaLinx XUAKocTe

Mpegensl 4OMNYCKAaeMOoil NOrpewHoCcTy

OTHOCUTENbHON

+10%



1) B ananu3aTOpax MPOrpaMMHBIM CROCOOOM YCTAHOBIICH MEHHMAIBHEIH HHTCPBA
NOKAa3aHMi, KOTOPHE BHIBOAATCA HA AUCNeH aHanu3aTopa B GyMaxHEI! HOCHTEND B BHAS
HyJAeBHIX nokasanuii: ot 0,000 ao 0,030 Mr/n.

2) Ilpn npoBepke noka3aHuit aHATH3ATOPOB ¢ ACNONL30BAHAEM ra30BLIX CMECeil cocTana
3TaHOJ/a30T B GA/LIOHAX MOK AABICHUEM HCTIOMB3YIOT KOMPPHIHENAT NepecyeTa noKasaHu
K™ pasustit 1,1

3) NonomHATEN HAL NOTPEIIHOCTD OT HANHYHS HECHIMEPAEMBIX KOMIIOHEHTOB —
OTCYTCTBYET.

1.6 Cocras u3aenus

KoHCTpYKTHBHO aHaNM3aTOp BBUIONHEH B BHAC MOHOGnoka. BHemmmli BHA amamu3aTopa H

06o3naveHN 3NIEMEHTOB NPeACTaRNEHE Ha pucyHke 1.

Puc. 1 BuemHn# BHA aHaTH32TOpa

1. Cperoason 6. KHonKa BKJI/BHKI/OATBEPKACHAC 11. Barapeiixn
2. HK-nopr 7. Knomka GarapeiiHoro orcexa 12. USB-nopt
3. HMuacnnei 8. Kpemxa Garapeffnoro orcexa ¢ 13. OtBepcTHE ANg peMemKa
4. KuHonka BBepx MapKHpOBOMHOH Haknelikoi 14. Oreepcre ¢puxcaropos
5. Knonka 9. Bnok cencopa MYHAILUTYKA

BHHA3/MEHIO 10. ®rkcaropsl 61oka ceHCOpa 15. MyHmOTYK

Ha 1moeBol CTOpoHE AaiKOTeCTepA PACOONOMEHB KHOIKM  BKMOYSHHS/BHIKMIOYCHHA,

NEPEMEIICHHA 1O MEHIO U rpaduyeckuit aucnnel ¢ noxcseTKoH.

Ha 3zagpelf maHenH aHaNW3aTOpa pacloNOXeHa Kpsinka Oarapeiinoro orceka. Ilon meit
PacHON0KEHE! EMEHTE! MHTaHKY H 610K ceHcopa.
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B BEPXHEM TOplie aHanusaTopa MWMeeTcs BbleMKa [N MYH[LWITYKa, KOTOPbIA MOXeET
pacrnonaraTbCs Kak /IeBOCTOPOHHel, TaKk M B MPaBOCTOPOHHE OpueHTauum Ans ypo6eTea

oneparopa.

Tabnunua 3. CocTtas U3genus

HanmeHoBaHue
Yexon ans
aHanusatopa

ANeMeHT
nutaHna AA

OAaHOpa3oBbIi
MYHALWTYK

Kelic gns
TPaHCNOPTUPOBKM
N XpaHeHuns
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doT0

I

OnucaHne
MabapuTHble pasmepbl (AXLUXB), Mm
He 6onee; 150x85x10
Macca, r He 6onee: 20

LLlenoyHble (aiKanMHOBbIE)
GaTaperikm nnm akkymynaTopsl,
HOMWHaNbHOe HanpsxeHne — 1,5B
Macca, r He 6onee: 24

MYHAWTYKN N3rOTOBNEHBI U3
NMUL,EBOro NOANCTMPONA, NPW
TECTUPOBAHUMN KPensaTcs
HenocpeACcTBEHHO K Kopnycy
ankortecTepa

FabapuTHble pasmepbl (XL XB), mm
He 6onee: 101x15x17

Macca, r He 6onee: 5

Keic BbINOMHEH M3 MPOYHOIO
nnacTuka, BHYTPW AN KaXA0ro
aNemMeHTa NpesycMOTpeHa OTAe/bHas
Auelika, YTO NPensaTCTBYET UX
COYAapeHUto 1, COOTBETCTBEHHO,
cny4vaiiHOMY MOBPEXAEHNIO.

Fa6apuTHble pasmepsl (OAXWXB), MM
He 6onee: 230x55x195
Macca, r He 6onee: 340



Keiic gns
TPaHCNOPTUPOBKMU
N XpaHeHus
aHanm3artopa ¢
MPUHTEPOM

PeMellOK Ha pyKy

MyHAWTYK-
BOPOHKa

MpuHTEp

Kab6enb gna
NOAKNOYEHNA
aHanmsaTopa K
MnK
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Kelic BbINONHEH 13 NPOYHOTO
NNacTukKa, BHYTPW AN KaXKA0ro
aNeMeHTa NpefyCMOTPEHa OTAe/bHas
fuelika, YTo NpPensaTCTBYET UX
COYZlapeHUto U, COOTBETCTBEHHO,
cnyyaliHOMY NOBPEX/EHUIO.

Fa6apuTHble pasmepbl (XL XB), Mm
He 6onee: 330x120x300
Macca, r He 6onee; 1460

PemMeLoK CNyXuUT ans
npeaoTBpaLLeHnsa nageHns npmubopa
BO M36eXaHne HENPUATHbIX
nocneacTBuii

[OnvHa pemeluka, MM He 6onee: 240
Macca, r He 6onee: 2

CneumnanbHble MyHAWTYKN AN5
MHOFOKPaTHOro NPUMEHeHMs,
npefHa3HayeHbl 418 NPOBELEHNS
TecTa Bbl0Xa C NONlyYEeHNEM
OLEHOYHOr0 pe3ynbTaTa, BbIMOMHEHbI
13 NONIMMEPHOro Mmatepunana,
KpensaTcs HENOCPEACTBEHHO K
KOpnycy ankoTecTepa

Ma6apuTHble pasmepbl (AX0XB), MM
He 6onee: 44x45x33

Macca, r He 6onee: 5

MopTaTUBHbLIN NPUHTEP MCNOMb3yeTCA
ANa pacneyvyaTku pesynbTaToB TecTa,
paboTaeT OT 4-X LWeNoYHbIX 6aTapeek
AA, Nn60 OT BHELLHEero UCTOYHNKA
nUTaHWUs Yyepes aganTep co
CTabnnn3npoBaHHbLIM BbIXOAHbIM
HanpsyKeHMem nutaHua 7,5 B/ 2,0A

abapuTHble pasmepbl (XL XB), mm
He 6onee: 131x76x53

Macca, r He 6onee: 255

Kabenb cny>ut gna o6mMeHa gaHHbIMMU
Mexay aHanmsatopom u MK yepes
crneunanbHy nNporpaMmy CBssu.
(n.7)

OnunHa kabens, MM He 6onee: 1530
Macca, r He 6onee: 61

MHTepdeiic BxogHoro pasbema: USB
MHTepdelic BbIXOAHOIO pasbema:
HDMI



Kab6enb ana Kabenb cnyxuT ans nepegayu

NOAKIHOYEHNA pe3ynbTaToOB TeCTa Ha nevaTb.

aHanmsartopa K

npuHTepy OnvHa kabens, Mmm He 6onee: 1520
Macca, r He 6onee: 60
NHTepelic BXoAHOTO pa3bema: 6P6C
MHTepdelic BbIXOAHOTO pasbema:
HDMI

Apantep K AfanTep CNyXuT 414 NOAKIH0YEHNS

npuHTepy ot 220
B

npuHTepa K ObITOBOIN 3NEKTPUYECKO
CeTN NepeMeHHOro ToKa.

OnwvHa kabens, Mmm He 60nee: 1890
Macca, r He 6onee: 121
MepeMeHHbIl TOK: 110-220B, 50/60
lu, 0,5A

MocTosHHbLIN TOK: 7,5B, 2,0A

AnemMeHT LLlenoyHble (ankanuHoBbIe)
nutaHns AA K baTapeiiky nnu akKKymynatopsi
npuHTEPY CNy>art AN aBTOHOMHOIO NUTaHuns
NpUHTEPa; HOMUHANbHOE HanpsXXeHune
— 158B
Macca, r He 6onee: 24
bymara K CTtaHpapTHas TepMobymara WupuUHOM
npuHTEpYy 57+0,1 MM, CNyXXUT ANA pacnevyaTku

pPe3ynbTaToB TECTA

1.7 YcTpolicTBo 1 paboTa
1.7.1 Cnocob npuMeHeHmns
AnKoTecTep npuMmeHseTcd AN  6bICTPOr0  HEUMHBA3MBHOIO TeCTUPOBaHWUA, B KayecTBe
aHann3npyemon cpefbl NCNO/b3YeTCS BblAbIXaeMblii BO3LyX. Mpn6op B COCTOAHUM TOTOBHOCTY
K TECTMPOBAHMIO MNOAHOCUTCA KO PTY MCMbITYEMOro, OT KOTOPOro TpebyeTcsa Nponu3BeCTU Bblf0X
B O4HOpPa3oBblii MYyHAWTYK. [aBneHuve OT BblAbKaeMOro BO34yXa aKTUBMUPYET YCTPOKCTBO
oTbopa npobbl, Mocne aHanM3a KOTOPO Ha AUCh/ee BbICBEYMBAETCA pe3ynbTaT B LUGPPOBOM
Buge. Mo pe3ynbTary aHanusa oneparop MNpUHMMaeT pelleHuMe O AafbHenWwunx AeACTBUAX B
OTHOLUEHNU UCMbITYEeMOro.

AHanusaTop npocT U yAoGeH B 9KCMAyaTauuu, ero pabota OCHOBaHAa Ha COBPEMEHHbIX
AOCTVXXEHUAX MUKPOINEKTPOHUKU. Y NpaBneHne aHann3aTopoM Npon3BOAMTCS C MOMOLLbIO TPeX
KHOTMOK Ha NILIEBOI MaHEeNN U CUCTEMbI MEHHO.

KHonka BKIOYEHWS aHanM3aTopa PacnofioXeHa Ha NuueBoi naHenu. [Ipu  BK/IKOYEHUM

aHannsatopa nofaeTcda HanpAXeHne Ha CXeMy aHanui3artopa, npu 3TOM HaydyMHaeTCA npoueaypa
aBTOTECTUPOBaAHNA.
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Ha rpajuueckoM amcrnee oToGpaxaloTcs pe3ynbTaThl H3MEpeHHH, COOOLIEHHs O peXHMax
paboTel aHanM3aTOpa, O COCTOSHMH 3apsAfia 3JIEMEHTOB MNHTaHMS M BCrOMorarejbHas

HHopMaLHs.

B anaimzatope HCHONb3yeTcs IJIEKTPOXHMHYECKHH JaTYHK JUIs H3MEPEHHS MacCoBOH
KOHLEHTPAIIMH MapoB 3TaHOj1a B aHAIM3HPYEeMOM Bo3ayxe, npou3sozcTea Sentech Korea Corp.,
Kopes.

MHuxponpolieccop aHaIH3aTopa ynpasiseT BCEMH pexXHMaMH paboThl M npeoGpa3yeT BHIXOAHBIE
CHIHAJIBI H3MEPHMTEIBHOIO JaTYHKA B MOKa3aHHA. MHKponpoueccop MOJHOCTBIO KOHTPOJIHpPYET
BCE JTanbl BHINOJIHEHHS HM3MEPEHHA, H moboe HapylIEHHE MpOUEAypbl OTOOpaxaeTcs Ha
AMCIUIEE B BHAE COOTBETCTBYIOLIEro NMpeaynpexiaeHns. BcrpoeHHoe nporpaMMHoe obecnieyeHune
aHa/M3aTOpPOB pa3pab0OTaHO M3rOTOBHTENEM CHELHANbHO WIS pPEIICHHS 3aJaYd H3MEPCHMS
MacCcoBOM KOHIUEHTpAlUMH NMapoB 3TaHOJIa B BBUABIXAEMOM BO3AyXe, a TaKxe Uil 0ToOpaxeHHs
pe3yNbTaTOB H3MepeHHH Ha aucrnee. HpeHTHdukauus BCTPOCHHOrO IPOrpaMMHOrO
ofecnieyeHHs MNPOM3BOAMTCA NYTeM BBIBOAA BEPCHH Ha MAMCIUIEH aHAIM3aTOpOB B MEHIO
aJIMHHHCTpaTopa B paszene «Information» B moapasaene «Device info.»

Bce atans! paGoTs! aHaJIM3aTOPa CONMPOBOXAAIOTCA 3BYKOBBIMH CHIHAJIAMH.

[lpy BHINOJHEHMH H3MEPEHMH HCHONB3YIOTCA OIHOPA3OBhIE INTACTHKOBBIE MYHIMITYKH.
MyHmTyK  mocraBnfercd B MHAMBHAYAIbHOH  ymakoBKe, KOTOpas  BCKpPbIBacTCH
HENOCPEACTBEHHO Nepell NPOBEICHHEM H3MEPEeHHUA.

PacreuaTka pe3ynbTaToB M3MEPEHHA NPOM3BOAMTCS Ha NOPTaTHBHOM IpHHTepe. s CBA3M
MEXIy aHAIH3aTOPOM H MPHHTEPOM HCNONb3yeTcs Kabesb CBA3M M3 KOMIUIEKTa mocTaBkH. Jlisa
aHaymm3aTopoB B HcnosHeHHH JluHro E-200(B) BO3MOXHO COEAMHEHHE C IIPHHTEPOM IO
Bluetooth uaTepdeiicy.

IuTanHe aHATH3aTOPA OCYILECTBIIAETCA OT ABYX CMEHHBIX 37IEMEHTOB NMUTAHHA THNA AA.
CocrosiHue 3apaaa oTrobpaxaeTcs Ha JUCILIEE B BHIC TMKTOTPaMMBI:

@ 100% B 70% Q 30% D 0%

Puc. 2 CocrosHue 3apsaia aHanH3aTopa

1.7.2 YcnoBus npuMeHEeHHs

AJIKOTECTEP MOXET NPUMEHATHCA KaK B 3aKPBITHIX MOMEILICHHSAX, TaK H BHE HX, €CJIH NTapaMeTphl
OKpyXalome#l cpelsl COOTBETCTBYIOT YCJIOBHAM O3KCIUTyaTallHH, YKa3aHHbIM B TEXHHYECKHX
XapakTepHucTHKax. He pekoMeHayeTcs MCIONB30BaTh aHAIH3ATOP NPH CHIILHOHR 3arazoBaHHOCTH
WIH 3aJbIMJIEHHOCTH OKpYXXAQIOLIEro BO34yXa, BOJH3H  OTKpBITBIX €MKOCTel €O
CIHPTOCOAEPXKALINMH KHAKOCTAMH, a TaKXe MPH CHIbHOM BETPE, T.K. B TAKHX YCIOBHAX HE
HCKJIIOYAETCAd BIIMAHHE OKPYXAIOILEH cpelbl Ha TOYHOCTb pe3ynbraToB. PexkoMmeHayercs He
APUCTYNAaTh K TECTUPOBAHHIO paHbllle, YeM 4Yepe3 15 MHHYT nociie npHeMa HCNBITYEMBIM IHIIH,
AJIKOTOJIbHBIX HAITHTKOB HIIH KYPEHHS.

1.7.3 Mepb! npeAoCTOPOXKHOCTH NPH NPHMEHEHHH

Bo BpeMs npoueaypbl TECTHPOBaHHS PEKOMEHAYETCS MPOAETh PYKY B CTPaXOBOYHBIH peMeELIOK,
yro6bl M30exarh nameHus npubopa. LI KaXaoro HOBOro TECTHPYEMOro HeoOXOoAMMO
NPHUMEHATb HOBBI MYHAIITYK, YT0OB! cobOmocTH TpeboBaHusa rurueHsl. Heobxoaumo cnenurs,
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qro6H B MYHAMTYKE-BOPOHKE HE CKANNABAICA KOHACHCAT, NOABHBUIMHACA KOHAEHCAT
HeolX0MMO YAAIATS YHCTOH cyxolt canderTkol.

1.8 MapxnapoBka H IIOMOHpOBaHHE

Ha 3apmeif Kphillike aHANTA3ATOPa HAXOAWNTCA HHAMBHAYANBHAS MApKHPOBKA H3ZIENMA, KOTOpas
COLEPXKHT CIEAYIONIYIO BEOpMANHIO:

- HAHMEHOBAHHE MOJIETH H3MCHUS;

- TOBAPHBINA 3HAK;

- cepuifHRI HOMep (BHIABIICH Ha KOPIyce H3/Ie/ud oA 3anHeil Kpsunkoit);
- JIaTa H3rOTORJICHHA B (hopMaTe MECAL/TON;

- oOpaTATHCA K HHCTPYKIHA MO 3KCILTYaTaldy;

- 3HAK CpeAICTRa H3IMEepeHHil;

- ROMBEHAJILHOC HallpsDKEHHAE;

- CTeNIeHb 3aIHTH N0 Kiaccubuxanuu IP;

- HAHMEHOBAHHE MPeINPHATHS-H3MOTOBHTENSA H CTPaHbl NPOH3BOACTEA.

Fwwro E-208 Mq
T==3B P54

ll Sentect Koves Corp., Kores;
ARIDES LLC, Armenia;

MapkupoBska OpHHTEPS
Rl i

1.5V AA Sius & {EA (ALCALINE Battery)
Pawes DT: 7.5V; 2¢ A

‘mmwxumn
wengtl, Pajosl, Greongai-de, Kewm

MapxupoBKa rpynnosoi ynaxoBKH MyHAUITYKOB:
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(( Sentech Korea Corp., 21-6, JImok-ro, 75 beon-gll, Paju-si, Gyeonggi-do, Korea;
ARIDES LLC., |1, Raffl Str., Malatia-Sebastia, 0064 Yerevan, Armenia.

Ha TpaHcnopTHyto Tapy (YNakoBKY) HaHOCUTCA MapKMpPOBKa, KOTOpas COAEPXWUT CNeaytoLLyto
NH(opMaLmio:

- HAUMEHOBaHWe U3LENuns;
- TOBapHbIli 3HaK;

- 3HaK «0cobas yTuansaymsa»;

- fata Npomn3BoOACTBa B (hopmaTe Mecsu/rog;
mrabapuTHble pa3Mepbl YNaKoBKY;

- BeC 6pyTTO;

- HOMep PermcTpaLMoHHOro YA0CTOBEPEHUS;

- WTPUX-KOA;

- YCNIOBUA XpaHEeHWs;

- YCNOBUS TPAHCNOPTUPOBKY;

- HAMMeHOBaHMe NPeanpPUATUA-N3roToBUTENS;

- agpec NpeanpuUATUA-U3roToOBUTENS;

- YNONHOMOYEHHbIN NpeacTaBUTENb MPOM3BOANTENS;
- MAHUNYNALNOHHbIE 3HAKMW.

AHanNM3aTop KOHLEHTpauun napoB 3TaHONa B Bbl4bIXaeMOM
Bo3ayxe OuHro

Oul

[unHro E-200/ AunHro E-200(B) d 120 Pasmep (OXLLUXB), mm:

X X
Bec 6pyTTO, KT:
PerncrpauvoHHoe ya0cToBepeHue
NeP3H 2014/1689

Ycnosus XpaHeHus: YCnoBms TPaHCMoOpPTUPOBKU:
. A blOkMa
i+s0™:
|O’'C -10*C
IO H O H
Sentech Korea Corp., 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea;
ARIDES LLC., Ill, Raffi Str., Malatia-Sebastia, 0064 Yerevan, Armenia;

1/01 r'lAK.Ai*-O  ¥nonHOMO4YeHHbI npeacTaButens npoussoautens: 000 "CUMC-
A 2", 125430, 1. MockBa, ynnua MutuHckas 4. 16, at. 10, nom. 101256,
Kom, ¢ 15 no 18 ten.: +7 (495) 792-31-90 info@sims2.ru

Tabnuua 4

NHpopmauma CumBson

HanmeHoBaHue n3genus: AHann3atop KOHLEHTpaLuy napos 3TaHoa B
BblblIXaeMOM BO3Ayxe [UHI0

CepuiiHblA HOMEp SN

MOCTOAHHBIN TOK

CTeneHb 3aWnTbl N0 Knaccudukaymm IP IP54
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Hcnons3oBats 10...

1.9 YnakoBka

BKanryaTaunormaa JOKYMCHTALIHA YyIIaKOBBLIBACTCA B MOJIH3THJICHOBDIA MaKeT.

O1HOpa30BBIf MYHIIITYK, MYHIIITYK-BOPOHKA YNIAaKOBBIBAIOTCA B NMONHITHICHOBBIA naket ITHJ]
(LDPE), nnotHocTBIO 925 Kkr/M’, Tomuuno# 0,1 MM, mponssozcTBa «Shenzhen Xing Sheng Li
Imports and Exports Co., Ltd.» (Kurait).

AHaTH3aTOp C NPHHANIE)KHOCTAMH YNAKOBBHIBACTCA B KEHC M TPAHCIOPTHYIO YMAaKOBKY —
ro&b}poxopoG M3 NATHCJIOHHOrO roppHPOBAHHOrO KapTOHAa TOMILHHON 6 MM , IJIOTHOCTBIO 150
r/M’, user Genblii, rabaputhsle pasMepn (Ax11IxB) He Gonee 400250305 MM, Macca 6pyTTO
He Gomee 2,5 kr, nponssoncTea Shenzhen Xing Sheng Li Imports and Exports Co., Ltd.»
(Kurait).

2. Hcnonk3oBanye N0 Ha3HAYCHHIO
2.1 JkcuryaTallHOHHBIE OrpaHHYECHHE

2.1.1 Tlepea HayanoM HCNONBL30BAaHHS AHAIH3ATOpa yOeAMTECh, YTO YCIOBHA IKCIUTyaTalMH
YIOBJIETBOPAIOT TpeGoBanusaM 11. 1.3 Hacrosmero PykosoncTsa no sxkcrutyaraunu (P3).

2.1.2 Pa6oTel 0 TeXHH4YECKOMY OOCIIY)KHBAHHIO H PEMOHTY AOJDKHBI NMPOH3BOAHTBLCA TOJIBKO
KBaMTM(HIHPOBAaHHBIMH CIIELHATHCTAMH B CEPBHCHBIX LIEHTPaX.

2.1.3 Jlna xaxaoro o6cneayeMoro iMLa HCroib3yiTe HOBBIA MyHIIITYK.

2.1.4. He xpanuTe aHanm3arop BONH3H OT HarpeBaTebHLIX TpHOOPOB.

2.1.5 Ananu3aropoM nmapoB 3TaHONa HEOOXONMMO NOI30BATHCA B MEAMIHHCKHX NEpYaTKax.
2.1.6 Jlna nUTaHHA aHAIM3aTOpa, CNEXYeT MCMOJB30BaTh TOJNBKO IUENOYHBIE (AIKAIHHOBLIC)
GarapeiikH.

2.1.7 He ponyckaercs XpaHHTb H HCIONB30BaTh AHAIHM3ATOP B NMOMEMICHHAX, B KOTOPBIX
OCYILIECTBJIAETCS XpaHEHHE HIIH NPOBOAATCA paboThI CO CTHPTOCOAEPKALIHMH BEILICCTBAMH.

2.2 IloaroroBka Kk pabore

2.2.1 Tlepen ucnons30BaHHEM BBUIEPXKATh aHAJIM3ATOP B YCNIOBHAX JKCIUTyaTauuu He meHee |
4, €CJIH YCJIOBHA XPaHEHHS He COOTBETCTBOBANM YC/IOBHAM JKCIUTyaTallMH, YKa3aHHBIM B I. 1.3
HacTtosmero PO.

2.2.2 Tlepen mepBbIM BKJIIOYEHHEM, IIPH HEOOXOAUMOCTH, MPOAEHLTE PYKY B PEMEILIOK.

2.2.3 Tlepen nepBBIM BKIIOYEHMEM BCTAaBBTE IEMEHTHI NMUTaHMA, CoOMonas MONAPHOCTD, Kak
NoKa3aHo Ha pHc.2
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Puc.2 Cxema pacriofioXReHHs JEMEHTOB MUTAHUA

224 Tlepen HauanoM paGoTH HEOOXOMMMO NPOH3BECTH BHEMIHUA OCMOTP aHANH3ATOPA:

— NPOBEPHTh HAMMYME HEJIOCTHOCTH cremuambHOH NnoMOGMPOBOTHON HakneHxm Ha MecTe
COEAMHEHMS KOpIyca aHANK3ATOPa ¥ Ha KPele:XXKHOM BHHTE Ha 3a/{Helt NaHeIH aHaANu3aTropa;

- yGeMTHCA B OTCYTCTBHE MEXAHAYCCKHX MOBpeXKACHHAH;

— MPOBEPHTH NPaBRILHOCTH TEKYIICH ATkl H BPEMEHH, KOTOPbIe YCTAHOBJMCHH B QHANH3ATOPE N
oroGpaxalorcs 8 MeHIO B pasaene «Jlara 1 BpeMs». IIpr HeoOXONHMOCTH CKOpPeKTHpYiiTe AaTy
H BpeMs.

2.2.5 HsMepende clexyer MpOBOMTh HE paHee 9eM Wepe3 2 MMHYT mocne Kypeuus, 20
MHHYT TOCNE YNOTpeONeHHs CHHPTHRIX HAMHTKOB, ANKOTONBCOASPKAIMX JIEKAPCTBCHHBIX

IpenapaToB, COpeeB JUIA POTOBOH NOJNOCTH, A TAKKE NHINCBHX NPOAYKTOB, COACPMAIHX
HeSonpIme KOHUEHTPAHH ATKOTOMA (KHCIOMONOTHEIE IPOAYKTE], KBac H T.A.).

2.3 Tlopanox paboTHl
2.3.1 AKTHBHEIH TECT ¢ MYHAIITYKOM (aBTOMATHIECKHEX PEXUM 0TGOpa npobhi)

2.3.1.1 Jins PKIOYEHAS SHATH3ATOPA HAKMHTE U OTIYCTATE KHOMNKY MHTaHHE/ MOATBEPACHHE
Ha JMUesol NaHeNu. 3a3BYYMT 3BYKOBOH CHTHAN, MOABHTCA MOACBETKA ABCIUIEA, MOpraiomas
saznuchk «KxuTe» ONOBEMAET O TOM, TT0 HAYATACH TIOATOTOBKA K pabote. IlpuMepHo gepes 6
CEKYHJI MPO3BYMHT 3BYKOBO# CHTHAN, Ha juchiee 3aroparca Haamuck «'OTOB», nukrorpaMmqa
sapaaa Garapell M, eClIM yCTaHOBNEHAa Kapra namartd, Haumuch SD H nHKTOrpamMma 3amKa,
0603HavA0mAas COCTOSHAC 3AIIATH KapThl NaMATH (U1 HCIIOJHEHHA CO C/IOTOM IOA KapTy
MAMATH).

2.3.1.2 CocToanHe rOTOBHEOCTH K TECTY MOANCPAHBACTCE B TeYCHHe 4 MHHYT, NOC/IE 4ero
TMIOABHTCA HANMACE «ABTO BHIKIL » H AHANH3ATOP ABTOMATHYCCKHY BRIKIIOYHTCAH.

2.3.1.3 YcraHOBHTE HOBBIH MYHAIITYK KAk NOKA3aHO Ha pHCYHKE. KOHCTPYKUHA aHanmu3aTopa

OpeanojaraeT Kak JICBOCTOPOHHEE, Tak H MNPaBOCTOPOHHES PpacloioXCHAC MYHAWITYKa
OTHOCHTENBHO JIHNCBOH NaHeNnH

Puc.3 CxeMa KpeILieHHS OAHOPA30BOT0 MyHAIUTYKA K AHANHM3ATOPY.

2.3.1.4 TIpoAHCTPYKTHPYATE UCHLITYEMOTO O MPARHNAX BEIMONHECHHA BHOXA B MYHANTYK —
BRUIOX JIOJDKEH BLITTONHATHCS HENPEPHBHO ¢ YMEPEHROH CAUION B TeueHue 5 CEKYH/, MPH ITOM
3BYYHT HENpEepEIBHMI 3BYKOBOM CHrHan. BhIXOZHOE OTBEPCTHE MYHAIITYKZ He JAOKHO OHTH
HEpEKPEITO.

2.3.1.5 Io 3aBepmieHHH BHIOXA IPO3BYYHT MITIOK, O3HAYAIOMAIMA, YTo mpoba BO3AyXa B3ATA
s ananusa. Ha gucnnee BeicBetutes Hammuack «cAHAJIA3»,
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2.3.1.6 UYepe3 HeCKONbKO CEKYHI Ha JHMCIIEE BBICBETHTCA PE3yNbTaT M3MEPEHHS MaccCOBOM
KOHLIEHTPALIMH 3TaHOJIa B BhLALIXaeMoM Bo3ayxe B BHAe «X. XXX mr/m».

Brumanue! Tak KaK ajIkorojib BCaCRIBAETCA B KPOBb B TEYCHHE ONPEACICHHOTO BpEMEHH, MOXET
npoiitn 30 H Gojiee MHHYT nociie YNOTpeGJICHHA anKorofis A0 AOCTHXEHHA MaKCHMAIBHOMH ero
KOHLEHTpAalUHH B KPOBH. JTOT (pakTop HEOOXOAMMO YYMTHIBATH NpPH AHAIN3E pe3yJbTaToB
TECTHPOBaHHUs W Ha3HAYEHHH TOBTOPHOTO H3MEPEHHS.

2.3.1.7 Ecnn He HaXHMaTh HMKAaKMe€ KHONKH, 4Yepe3 15 cexyHa aHaiH3aTOp aBTOMAaTHYECKH
BBIKJTIOYHTCH.

2.3.1.8 IIpHHYAUTENbHO MOXKHO BBIKUTIOYHTh QHAIM3ATOP HAKATHEM H YACPKaHHEM KHOIKH
NUTaHHE/NOATBEPXKAECHHE B TeueHHe Goee 3-X CEKyHI.

2.3.1.9 B nmpouecce BBITIOJIHEHHS BbLIOXA aHATH3ATOP OCYIIECTB/IAET aBTOMaTHYECKHH KOHTPOJIb
3a pacxoaoM M OGBEMOM BBIIOXA, IIPH HECOOTBETCTBHH KaKoro-auGo mapameTpa MpoBeleHHE
TecTa npepuiBaercsa. IIpy 3ToM Ha JAHCIUee nosBasercs Haamuch «OmuOka: mpoxyB», As
BO3BpaTa K peXXHMY H3MEpeHHsA HeOOXOAHMMO HaXaTh KHONKY MHTaHHE/NMOATBEPXKAEHHE, JTHOO
noxoxaath 10 cexyHa, H aHAIH3aTOP BEPHETCA B 3TOT PEXXHM aBTOMAaTHYECKH.

2.3.1.10 Ilo Mepe paspsna Gatapeek mMKTOrpamMMma Ha aMcriee Oyner NMycTeTb, IPH MOTHOM
paspage nosmisercs coobmenue «Ommbka: mHTaHHE», AanbHeHmaa pabora 6e3 3ameHsbl
Garapeek HeBOo3MOXHa. HeoGXxomMMo MCMONB30BAaTh TOJNBKO IUEJNOYHBIE (QIKATHHOBLIE)
6arapeiiku, 3aMeHy o6eux 6aTapeek NPOM3BOAUTH OJHOBPEMEHHO.

2.3.1.11 Ecnu npH BKIIOYEHHHM HAXAaTh M yAEPXKHUBATh KHONKY NHTaHHE/ MOATBEPKIEHHE, Ha
JMCIUIeE BBICBEYMBACTCS TEKyIlasd JaTa H BpeMs, a TaKke CepHiHBIA (3aBOACKON) HOMep
aHanu3aropa.

2.3.2 INaccuBHbI# TecT (CKPHHUHT)

[MaccHBHRIA TECT ¢ MYHAWTYKOM (Py4YHOM pexxuM oTGopa npo6kr).

Buumanue! ITaccuBHBIN TecT ¢ MyHAUTYKOM (py4HOH pexum otbopa npo6ul) MOXeT
HCMOJNIb30BaThCA TONBKO IS IPEABapHTENbHON OLEHKH HAJHYHA 3TaHOJA B BBUILIXaEMOM
BO3XyXe, NpPH 3TOM MNOrPemHOCTh aHAJIH3aTOpa MOXET INPEBBICHTH NpPEAENBI AOMyckaeMOM
NOrpemHOCTH aHaNM3aTopa, ykasaHHele B I. 1.2 Hacrosmero PJ. Ecnu obGcnexyemomy He
yaaeTcs caenath BUIOX, IPH KOTOPOM cpabaThiBaeT aBTOMaTH4YecKH# oTGOp NpobHl, T.€. OH He
MoxeT obecrieduTs HeoOXOMUMBIH pacxoa M 06beM BeLIoXa (cM. 1.2.5 HacTosmero P3), MoxHo
BOCMOJIL30BaThCA PYYHBIM peXHMOM otbopa mnpobul. Jlns 3Toro BO BpeMsi BHLIOXA
obcnelyemMoro, Npu 3BYyYaHHH 3BYKOBOTO CHrHama ¥ MopraHuH nHmukauuun «OTOB» na
JMCIlIEe aHATK3ATOpa, HAKMHUTE KHONKY NHTaHHe/ MOATBEPXKACHHE. AHAIM3aTOp NPOH3BENET
py4Hoii oTGop npo6sl. [TpousBoaute pyuroit oT60p nNpobbl B CaMOM KOHIIE BBIOXA, HAa KOTOPBIA
cnocob6en o6cnemyemslit. [Ipy BHINOJHEHHH NMACCHBHOTO TECTa C MYHAIITYKOM (PY4HOHM pEXHM
ot6opa npoOkI) B MPOTOKOJ H3MEPEHHS BHIBOAUTCA HAAMKUCh « THN TecTa: py4qHO#i».

2.3.3 ITaccHBHBII TeCT € MyHANITYKOM-BOPOHKOH

Buumanue! ITaccHBHBIN TecT ¢ MyHAIITYKOM-BOPOHKOH MOXET HCHOJB3OBATBCA TOJIBKO VIS
NpeBapUTEIbHON OLIEHKH HAIMYMA 3TaHOJA B BBHUIBIXa€MOM BO3JyX€, IPH 3TOM IMOIPEIIHOCTh
aHaJTH3aTopa MOXET MPEBLICHTH MpeAeNbl AONyCKacMOH MOrpelIHOCTH aHaIM3aTopa, yKa3saHHBIE
B 1. 1.2 Hactosmero PD.
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Puc4 ernnéane MYHBAIITYKa-BOPOHKH K aHANM3aTOPY

2.3.3.1 J{ns AamepeHnAs ACTIONB3YETCA MyHALITYK-BOPOHKA,
2.3.3.2 [Nocne BXMOYCHHS KPATKOBPEMEHHO HAKMHATE KBONKY «BHr3/Merio» r Beexmre [THH-

KOA MOoJIb30BaTeNd (110 YMOJUAHHAIO ycTaHaBmBacTcs kox 0000).

2.3.3.3 Ilepeitnure B myHKT MeHIO PejkaM uaMepeHus B BeiGeprTe MyRKT BRCTpRI.

2.3.3.4 TllocnepoBaTenbHEM HaxaTHeM XHomok «Beepx» B «Bri/BEIKV/NOATBEPKIACHHE»
BEPHHTECh B PEKHM H3MEpeHMs, noxaurech coobmenus 'OTOB. B pepxnem npaBoM yriy
Jmcres BricBeymBactrca Oyksa F, osmagaiomas, 9ro uwimMepeHHe OyzeT NpOH3BOAHTECA B
«6nicTpoM» pexume (Fast mode).

2.3.3.5 HaneHpTe MYHAUITYK-BOPOHKY KAK TOKa3aHO HA PHCYHKE H NPOMHCTPYKTHpyHTE
ACHBITYEMOTO 0 HEeoOXOAMMOCTH GeCKOHTAKTHOIO IPOAYBAHHE B BOPOHKY C ONPCAC/ICHHBLIM
pacxosioM.

2.3.3.6 Kax TonBbKO JAaBJCHHE BO3AYLIHOIO NIOTOKA B BOPOHKE JOCTHTHET JOCTATOIHOIO YPOBHS,
NOCHBIIHNTCH 3BYKOBOK CHIHAI H IIETI0K CpabaTsBaHAA 3a00pHOH CHCTEMEL.

2.3.3.7 Ha aucnnee Ha HENMpOROIKHTENbHOE BpeMa nossuTcs Haamuch AHAJIU3, zatem
pe3ynLTaT TecTa BHAE HaamucH Pass (Tect npolinen, ankorons Aer) muGo Fail (tect ne npoiineH,
ofmapyxen ankorois). IIpH RHNONHEHME DNAaCCHBHOIO TECTa ¢ MYHZIITYKOM-BOPOHKOH B
MPOTOKON H3IMEPEHHS BLIBOAHTCA HaAMHCE « Trm TecTa: OHCTPRIf».

2.4 CTpyKTYypa MeHIO

2.4.1 MeH0 ananu3aTopa AMeeT ABYXYPOBHEBYIO CTPYKTYDY. [lepBuili ypoBeHb NpeAHa3HAdeH
IUIA MONb30BaTeNel (MEHIO ONB30BATENS), BTOPO - 1A NOBEPHTECH H CCPBACHHIX HHKCHEPOB
(MeHIO aANHHHCTPATOPA).

242 O6a memo 3amumenn [THH-xomamm. [lo yMoNM4aHHIO A MEHIO MNOJB3OBATENA
ycrarasnusaercs [THH-kox 0000.

24.3 Jinx Bxona B MeHIO MONBIOBATENA HEOOGXOMMMO KPATKOBPEMEHHO HaXaTh Ha KHONKY
Brn3/MeRio Ha BK/IOYeRHOM anammsatope. Ha ascnnee BuicBeqauBaetea coodmenue «PIN-xox
noae3os-ig» H ko mno yMomvauumio (000. Heobxomumo noarsepauts ITAH-xox
NOCNEAOBATENNEHAM HaXaTHeM KHONKH «[TaTanue/ DOATBEpXACHHE)» UL KAKIOI0 paspaaa.
244 Knonka «Bunz/MeHio» u «Bsepx» HCHOME3YIOTCA ANA YMCHBINCHWS HIH YBEIHYCHHA
3HAYeHHN! B npeAenax BHOpaEHOro paspsaa M JUIS NEPEMCIICHHA MO MYHKTaM MEHIO, KHOMKa
Iuranne/noaTsepXAeHHE - JUIS NOATBCPXACHAA BHOOpa.

2.4.5 CTpykTYypa MEHIO NONB30BaTE/q HMEET CeAyIomuit pua:

- [Tocneanne TECTH - NO3BONAET NPONUCTATE KAPTOUKH OCICAHAX TeCTOB (K0 500).

- [locnemnee obcnyx. ~ Ha AUCHNCH BHIBOAATCA JATH NOCNEAHEH KOPPEKTHPOBKH MOKasaHuH H
Aata nocnegneil npoeepxu (mposepouHLi TECT).

- Bcero TecroB - MOABNAIOTCA MOKA3aHHMA CYUCTYMKOB TECTOB — ¢ MOMEHTa nocneaHel
KOPPEXTHPOBKH TOKa3aRHM, ¢ pe3yNhTaToOM BhIIC TOPOTOBOrO YPOBHSA, ¢ HaHHEIM GrokoM
CEeHCopa H ofmree YHCAO TECTOB.
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- JlaTa 1 BpeMa - Ha AUCIUICH BRIBOJSTCA TEKYIME 3HAYEHHS JaTH H BPEMCHH.

- PexuM mIMepeRuA - YCTAHABJIMBACTCH PEXXHAN TECTHPOBAHUA.

- YcTanoBKa JaThl - IO3BONAET HIMCHHTD 3HAYCHAC JATH.

- YcTaHOBKA BPEMEHH - TI03BO/IAET H3MEHHTD 3HAYCHHUC BPCMCHH.

- YeTaHOBKA 236IKA - HO3BONIAET BHOPATh S3KIK cooOmeHuit Ha qucIee.

- [ToaceeTxa AMCIUIES - BKIIOYALT/BHKMOYAET NMOACBETKY AHCILIER.

- IlpnnTep - BEIGUpaeTca THII IpHHTEPA.

- Coxp. #rd. Ha SD - coxpaHseT pe3ynbTaTH Ha KapTe NaMATH.

- Bluetooth — nosonser noaxmoyats ycrpoiicrea gepes Bluetooth (Tonsko ans moaeim Ruuro
E-200 (B).

- Hamen. PIN nosm3. - nossonser ycranosuts Hopbiif IIHH-koRx 19 MeHIO nOAB30BATENS.

- Ycran. KoHTpacT — HO3BOASET OTPEryIMpPOBATH KOHTPACT AUCILAES.

2.4.6 U3 moGoro myHKTa MEHI0O MOXHO BEPHYThCA B pexxAM H3aMepeHmit. [ing storo cneayer
HaOXHMaTh KHOMKY «BBepx» a0 coofmenms «Bo3Bpar X TecTy» H NOATBEPAMTE NEPEXOX
HaxaTueM kHonkH ITuranue/nogreepaeHue.

2.4.7 Ina poctyna B MEHIO BETOPOTO YPOBHA (MeHIO agMHHHCTpaTopa) TpeGyercs BeectH ITHH-
KOZI, KOTOPhill BHIACTCA MOBEPHTENEM H CIICLHATHCTAM CePBUCHEIX IEHTPOB 0 O(hHIHAILHHM
3afBKaM, TOC/E NOARTBEPXKACHHS MMH CBOHX MOJIHOMOYHIf A KBAIH(HMKAIMH Ha BHHIOJNHECHHE
COOTBETCTBYIOIMX PadoT.
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2.5 PaboTa c nOpTaTUBHbLIM NPUHTEPOM

BHeLHWIA BUA M OCHOBHbIE OpraHbl yNpaBeHUs NPUHTEPOM MPUBEAEHbLI HA PUCYHKE 5.

KHOMKa OTKPbITUA KPbILLKN

\ YKéntbin ceeTogmof (Bluetooth)
3enéHbI cBeTOAMOS, (BK/THOUEH)
KHonkanogauu
KHonka
nnTaHu4
RS-232C
uUSB
MHe3no gna agantepa
MK-nopt

PucyHok 5. MopTaTUBHbIN NpUHTEP

2.5.1 BcTaBbTe B NpuUHTep 4 anemMeHTa NUTaHMa Tuna AA nn6o NOAKNKYNTE ero K cetn 220 B
yepe3 afianTep M3 KOMMJIEKTa NPUHTEPa, 3aTEM BK/IIOUMTE €ro BbIK/H0HYATENEM, PACTON0XEHHBIM
Ha nesoM Topue. [nA YCTaHOBKW TWMa COEAMHEHWS MeXAy aHanin3aTopomM W MPUHTEPOM
Heo6Xxo4MMOo B MeHto TpuHTep caenatb BbI6op Mexay nyHkTamun Kabenb n Bluetooth.

2.5.2 TofKnoYeHne K NPUHTEPY NOCPeLCTBOM Kabens 13 KOMMIEKTa NOCTaBKN BO3MOXHO ANA
noboin mogenu, pacnevatka pesyfibrara TeKyWero TecTa MpW  TakoOM MOAKIHOYEeHUN
NPOW3BOANTCHA aBTOMaTUYECKN HEMOCPeACTBEHHO NOC/e 3aBepLUEHNs TecTa.

2.5.3 B NpoToKONEe U3MepeHns pacneyaTbiBalOTCA faHHble, NpefcTaBieHHble B Tabnuue 5.

Tabnuua 5

Hagnucb B npoToKONe CogepxaHue NnpoTokKona

HaTta neu.: [ata (umcno/mecau/ron) v Bpemsa Medyatu
(4acbl/MUHYTbI/CEKYH/bI)

AHanusarop: HanmMmeHoBaHVe aHanu3atopa B 3aBUCMMOCTU
OT BapuaHTa ncnonHenna «QUHIO E-200B»
mnn «QUHITO E-200»

CepuiiHblii HOMep: CepuliiHblil HOMep aHanu3aTopa

MMoen, KOppekKT.: [aTta nocnegHeil KOPPeKTUPOBKMW MOKa3aHWI
(uncno/mecau/rop)

TecTNe: Homep n3mepeHuns (8O BHYTpeHHel
Hymepauuy aHanm3atopa)

[arta Tecta: [Oata BbINO/IHEHUA n3mepeHuns
(uncno/mecau/rop)

Bpewms: Bpem4 BbIMONHEHUA TecTa
(4acbl/MUHYTbI/CEKYHLbI)

PesynbTat: X. XXX Mr/n PesynbTaTr n3mepeHnsa MacCOoBO
KOHLEHTpaLm1m napos 3TaHo/ia B 0TOO6paHHOM
npobe BbIAbIXaEMOro BO3JyXa: YMUC/OBOE
3HayeHune n 0603HayeHue eANHNLbI
N3MEPEHUNS «MT/N»

Tun Tecra: Pexxum oTbopa npobbl BO3ayxa
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ABTOMaTUYECKUIA

®NO onepaTopa: JaHHble 0 nnue, NPOBOAUBLLEM U3MEPEHNE
Mognuce onepartopa: ' Mognuch nuua, NPOBOAMBLUEr0 U3MEpPEHUs
dUNO TecTupyemoro: ’ damunma n nHuLmansl o6cnefyemMoro nuua
Moanuch TecTUpyemoro: Mognuck o6cnegyemMoro nuua
MpumeyaHwue:

1) Mpwv py4yHOM pexxumMe 0T60pa NPo6bl BO3AyXa BbIBOAMTCA HagNUCh «TUMN TeCcTa: pyYHOWi».
2) [laHHble 3aHOCATCA B MPOTOKO/ U3MEPEHMUS MYTEM BMUChIBAHNSA OT PYKU.

2.5.4 AHanuszaTtop B ucnonHeHun AuHro E-200(B), nomMmo nogknoyeHus no kabentwo, faer
onepaTtopy BO3MOXXHOCTb MOAKNOYEHUA K NpuHTepy npu nomolwun Bluetooth coepnHeHns
(NpUHTep TakXXe AO/HKEH MMEeTb COOTBETCTBYIOWMIA 610K Ans nogkntoveHns no Bluetooth), npu
3TOM, ec/n COMpsXXeHue Yxe ObINO paHee NpPOW3BeAeHO, cpa3y Mnocne MNpoBefeHMA TecTa
npuHTep ByaeT pacneyaTbiBaTb pe3ynbTar, Kak ykasaHo B n. 2.5.3

255 [na ocyuecTBneHns MNOAKNKOYEHMA MO KaHany Bluetooth Heo6xogMMoO B MeHHo
aHanusaropa Bbl6patb NYHKT MpuHTEp, 3atem Tun npuHTepa Bluetooth.

2.5.6 Ecnn aHanusatop paHee MOAKNKOYaNCcA K NPUHTEPY, Ha Aucnjiee MNOABUTCA CEPUIHbIN
(3aBOACKOW) HOMEpP NpUHTepa U aHannsatop B TedyeHne 10 cekyHA OyAeT NblTaTbCsA CBA3ATHCA C
NPUHTEPOM, ecny coefuHeHue npowno 6e3 cboeB, MPUHTEpP M34acT 3BYKOBOW CUrHaA, a Ha
jucnnee aHanuMsaTopa MNOABUMTCA MeEHK [ANA Bbl6opa ONUUM pacnevyaTbiBaeMbIX [AaHHbIX: -
MocnefHve faHHble - BbolbpaHHbIe AaHHbIE - [lnanasoH ? ~ ?

2.5.7 Ecnn aHanm3atop He MNOAKIOYanca K BblOpaHHOMY MPUHTEPY, Heo6XoAMMO BblbGpaThb B
MeHI0 aHanusatopa NyHKT Bluetooth, 3atem yctaHoBUTL: - n/n Bluetooth B cocTosAHMe BKn. - n/n
Bugumo - HaxaTb OK, 3anycTuTcs 06paTHbIA OTCYET, yCTPOKWCTBO ByaeT BUAUMO B TedeHue 120
cekyHA - lMopakntouyeHne ycTp. - YCTaHOBUTb Bbl60Op Ha MOGULHBLIA NPUHTEP MOC/e 4ero
nepeiit K n/n MONCK YCTPOICTB N HaXaTb LeHTPaSbHY KHOMKY. B cnnucke fo/mKeH NOABUTLCS
CepuiiHbIn HOMep npuHTepa, HEOO6XOAMMO YCTaHOBUTb KypCcOp Ha 3Ty CTPOKY M HaxaTtb
LleHTpanbHylo KHONKY. Ha ancnnee nosButcA coobuieHne «Pairing» n noiget o6paTHbI oTCUeT
30 cekyHA. Mpy ygayHOM MOAKMOYEHUN NOABUTCA coobweHne «Pairing OK», npuHTep nsgact
3BYKOBOW curHan. Ecnm npuHTep He o06HapyxuBaetca B cnucke Bluetooth ycTpolicTs, cnegyet
MPOBECTW MHULMANM3aLMI0 MPpUHTepa B Cledylowem MopagKe: - BbIKAOUYUTL MPUHTEP
BbIK/IlOYaTe/IeM Ha IeBOM TOpLe, - HAXaTb KPYryK KHOMKY Ha nepejHein naHenu npuHtepa u
YAepXnBas ee HaxaTOW, BKIHOUUTb NPUHTep, 29 - ecAn vHUUManM3aums npowuna ycnewHo,
pacnevartaeTcs YekK ¢ UHhopmMaumei 06 ycTaHOBKax NpuHTepa.

2.5.8 lMpun BblibOpe TMMNa pacneyaTkn «llocnefHue paHHble» WU «BblbpaHHble [LaHHbIE»
pacrneyaTbiBaeTcs MPOTOKON COOTBETCTBYKOUWEro tecta no copme M1.3. Mpu BbiGOpE onuun
[vana3oH ? ~ ? Ha nNevaTb BbIBOAATCA AaHHbIE MO TeCcTaM M3 BblIOpaHHOro MHTepBasa HOMepoB B
BMAE CNucKa OT MEeHbLIEro Homepa A0 60/blIEro C yKkasaHuWem faTbl, BPEMEHU W pe3y/fibTarta.
[ns ocylecTBneHns onepauumn cnepgyeT yCTaHOBUTb KYpCcOp Ha CTPOKY Bbl6opa HOMEpPOB
KHOMKOA «BHWU3», 3aTeM HaXaTb LUEeHTpasbHYl0 KHOMKY, KHoNkamu «BBepx, BHM3 u
NOATBEPXAEHWe» 3afaTb HOMEp Hayasna fuanas3oHa, 3aTeM TakuMMm >Xe 06pa3oM 3ajaTb HOMep
KOHUa AnanasoHa, KHOMKOW BHM3 nepemecTuTb Kypcop Ha CTpoKy Cneaywouwuii n HaxaTb
LEeHTpanbHY KHOMKY.

2.5.9 [Ona yxe co03[4aHHON Mapbl aHanu3atop/npuHTep HeT HEO6XOAMMOCTU KaXAblid pas
co3faBaTb MOAKIOYEHME - MPU BKAKYEHUU YCTpoicTBa OYAYyT aBTOMATMYECKWM OMO3HaBaThb
ApYr Apyra, npu 3TOM NpuHTep 6yfeT uM3gaBaTb 3BYKOBOM CUTHa/A, a Ha AWCNee aHanm3aTopa
MOABUTCHA MKOHKA MPUHTEPA B BEPXHEM /IEBOM YTI/1y.

2.6 PaboTa c SD-KapToi (B KOMMNIEKT HE BXOAMT)

2.6.1 B nesomM TOopue aHanu3aTopa Mmeetca cioT Ana SD-kapTbl (B KOMNIEKT He BXOAMT),
paclunpstoLeli BO3MOXHOCTU XpaHeHUs uHdopmaunu. Ana 3anucy pesynbtatoB Ha SD-kapTy
BCTaBbTe KapTy eMKOCTbi0 O 8 6 B C/MOT M cnerka HaxmuTe ee [0 uwienyka. Bknwounte
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aHAIM3aTOp, HA JHCIUIEE aHAIH3aTOpa B JIEBOM HHXHEM YTy MOABHTCA CHMBON SD-KapThl ¢
«OTKPHITBIM 3aMKOM», 3TO O3HayaeT, 4YTO aHATH3ATOp roToB K pabore B pexuMme 3alHCH
pe3yJIbTaTOB TECTOB.

2.6.2 Ha kapre copmupytorca ase nanku — Data file u Data save file. B nepsyio nanxy 6yayr
aBTOMaTHYECKH 3allMCHIBATECS BCE PE3YJILTaThl TECTOB, NIPOBEJCHHBIX C MOMEHTa YCTaHOBKH
SD-KkapThl, pacCOPTHPOBAHHBIE MO 1aTaM, a BO BTOPYIO MOXHO 3allUCaTh BCE PE3YJILTAThl H3
namaTH npubopa eaHHHIM MaccHBOM. UYToGBl nponenaTts 3Ty ONEpAaLHIO CIEAYET B MEHIO
oneparopa BhiGpath MyHKT Coxp. HH$. Ha SD ¥ HaxaTh LEHTPaIbHYIO KHONKY A/s
NOATBEPXKIACHUS ONEpaLHH.

2.6.3 JIna yrenus naHHeIX ¢ SD-kapThl ee HEOOXOAMMO BBITALIMTH H3 CJIOTAa MOC/E JIEFKOro
HaXaTHA, U BCTaBHTh B COOTBETCTBYIOLIMI MOPT KOMIIbIOTEpA, 3aT€M BBIMIOJIHUTH KOMAHIy
«OTKpBITH ManKy I mpocMoTpa Gaitios.

2.6.4 B mo6oM H3 }aiinoB 3aroloBOK COAEPKHT HHQOpManHio O CepuHHOM (3aBOACKOM)
Homepe, Bepcuu 1O M nare mocreHed KOPPEKTHPOBKH MokasaHui. CTpykTypa TaGnuyHOH
yacTH uMeer nojus: - Ilopsankoseit HoMep Tecta - Jlata - Bpema - Pesymprar - Ouenka
pe3yabTara - THI MpoxyBaHHs.

2.7 PaboTa ¢ nepcoOHaNbHBIM KOMIIbIOTEPOM

2.7.1 IporpamMmy MOXHO CKa4aTh Ha caiite www. alcotester.ru Ha CTpaHH4Ke TOBapa.

2.7.2 Tlomxmouute anamusatop k IIK kafeneM H3 KOMIUIEKTa NOCTaBKM (Ha aucIiee
aHanu3aTopa noABuTcA uHAMKauus USB) 1 3amycTHTe MporpaMMy OT HMEHH aJIMHHHCTpaTopa.
2.7.3 INporpamMMa mo3BOJIET YCTAHOBHTh HAa aHAIK3ATOpE AATy M BpEMA, CUMTATh H3 NaMATH,
COXPAHHTB ¥ pacreyarars pe3y/bTaThl TECTOB Ha CTAHAApTHOM NPHHTEpE.

2.7.4 TIpu nepBoM NOAKTIOYEHHH BOCTIONb3YyHTech KHOnKo# HacTpoliku ocHoBHoro Menio. Ona
NpeHa3HaueHa JUIA  yCTAaHOBKM napaMeTpoB mnoaxmodeHus — HoMepa COM-nopra
(PEKOMEHIYETCA YCTAHOBHTb aBTONOMCK IOCTaBMB ranouxy B nose Asronouck USB) u
HacTpOMKH si3bIKa uHTepdeiica, ucnonbioBanns BeG-kamephl u 3ByKa.

2.7.5 Jlna mMOAKIOYEHMA HAXMHTE BHpPTyalbHylo kHomky CoemuHuthed. Ecnu ycraHoBka
nporpaMMBI H MOAKMOUeHHe aHanu3aTopa K [1K nponssencHs! npapuibHO, MHAMKauus USB Ha
JIMCIIEE aHANIM3aTOpa CMEHHTCA Ha HHauKauuio PC,

2.7.6 Haxmute xHonmky Permctpaumus u cosnafite Gasy ucnbeiTyembiX, BBoauTe ID u Hms
HCIBITYEMOro M HOXMHUTE Ha KHONKY COXpaHHTb.

2.7.7 HaxarneM KHONKHM H3MepeHHe OTKpoercs OKHO JMIA H3Mepenuit uepes IIK, B
OTKPBIBIIEMCS OKHE MOXHO BHIGpAaTh peXHM PaboThI(HOPMaNbHBIA/GHICTPBIH) H BBHINONHATD
MIOJIHOLICHHEIA TECT.

2.7.8 HaxatueM KHonku Pe3ynbTaThl MOXKHO BBIOpaTh Mmapamerpbl H NOCMOTPETH pe3yNbTaThbl
BBINIOJIHEHHBIX TECTOB. Pe3y/IbTaThl MOXHO COXPaHHTH Ha KoMmbioTep B Bue daiina Excel
pacrnevararb.

2.7.9 HaxaTve KHONKH €Xit BO3BpalllaeT Ha OJMH IIar, a KHONKa search samyckaer MoMck no
OOHOMY MJIH HECKOJIbKHM NapaMeTpam cpasy.

3. Texuuueckoe 060nyx<uaauue H pEMOHT MCIHLIHHCKOIO H3€JIHA. Ceancuoe chnymnBaHue

Texnudeckoe OOGCHyXHBaHHE H pPEMOHT aHaJM3aTOpa, BKMIOYas TapaHTHHHBIA PEMOHT,
NpoM3BOAMTCA Ha TeppuTopuH Poccuiickoii desiepaluy YMOJHOMOYECHHBIM INpPEACTABHTEIIEM
npoussoautens - 000 «CUMC-2» no anpecy: 125430, r. Mocksa, ynuua Mutusckas, .16, or.
10, nom. 10126, xom. ¢ 15 no 18.

tenedou: (495) 792-31-90 (MHOrokaHanbHBIH), aapec 31eKTPOHHOH MoyTsl: info@sims2.ru.
Texuuyeckoe o6GCIyKHBaHHE aHANTM3aTOpa MPOU3BOAMTCSA C LEJIBIO 00ecneueHus: MOCTOAHHON
MCIIPAaBHOCTH H FOTOBHOCTH K 3KCILTyaTallHH.

ExenneBHOE TEXHHYECKOE 0OCIy)KMBaHHE aHATM3aTOPa BIJIIOYAeT B ce0s BHEIHMUI OCMOTD.

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




]

IMepuoauueckoe TexHHYeCKoe OOCHY)KHBAaHHE aHaIH3aTopa B TEYCHHE BCEro MepHoaa
9KCIUTyaTallHH BKJTIOYaeT B ceba:

— KOpPpPEKTHPOBKY IOKa3aHHWH aHaiM3aTropa — NpH NOBEpPKE MO HEOOXOMAHMMOCTH, NHGO MpH
nosBieHHH HaanmucH «KanubpoBka ucTekna» Ha IUCILIEE aHAJIH3aTopa;

— MNOBEpKY aHanu3aTopa — 1 pa3 B rox;

— 3aMEHY JJIEMEHTOB IIHTaHHA N0 HEOOXOIHMOCTH.

KoppekTHpoBka nokasaHmii aHammM3aTopa IPOBOAMTCS NpPH NOBEPKE MO HEOOXOAMMOCTH MO0
npu nosisyieHun Haxmucn «Kannbposka HcTekna» Ha AMcIUlee aHanu3atopa. [Ipoussoaurenem
3anporpaMMHpPOBaHO, YTOO! aHAJTH3aTOP BbLAaBaJl 3TO COOOLICHHE Yepe3 Kaxable 365 nHei.
INocne npoBeneHHs KOPPEKTHPOBKH NMOKa3aHHH aHATH3aTOp 0643aTeIbHO MOJUICXKHT MOBEPKE.
IMpumevanue — Coobuienue na oucnnee ananusamopa «KanubpoBka HCTEKIa» Ae1AEMCA
unopmayuonnsim. Ha momenm 65inoONHeHUR UIMEPEHUR GHAAUIAMODP OONdMCEH Obimb
noeepen, 0ama nosepKu yKaaHa 6 céudemenscmee 0 noéepKe UNU nacnopme aHaauamopa
(npu nepsuynoit nosepke 00 6600a 6 IKCNIYaAMAyUIo).

HHCTpYKUMA MO KOPPEKTHPOBKE MOKa3aHHH NpeNOCTaBIseTCs OPHIHATBHBIM NPEACTaBHTENIEM
npousBoauTens B Poccun - OO0 «CHUMC-2», mo oTaenbHOMY 3anpocy OpraHM3auHusM,
aKKpeAMTOBaHHHIM Ha NIPOBEJCHHE MOBEPKH WJIH CEpPBHCHBIM LIEHTPaM.

Pa6oThl M0 KOpPpEeKTHPOBKE MOKasaHHH peKOMEHAyeTcs OTMEYarh B MacmnopTe aHalu3aTtopa (B
paszienie TEXHHYECKOro 00CITy)KHBaHHA).

IToBepka aHaJM3aTOpOB OCYIUECTBAETCAd MNO JokymeHTy MII-242-2327-2019 «I'CH.
AHalH3aTOphl KOHUEHTPALMH NapoB 3TaHONA B BhlAbIXaeMoM Bo3ayxe Jluuro E-200, duuro E-
200 (B). Meroauka noeepku». HHTEepBan Mexay noBepkams — 1 roa.

[ToBepka aHanNM3aTOPOB NPOBONMTCA AaKKPEAHTOBAHHBIMH IODHAMYECKHMH JIHLIAMH WIH
HHAHBHAYATbHBIMH NpeANIPUHHUMATEIIMH.

K pabGore ¢ aHann3aTOpamMM H NPOBENCHMIO MOBEPKH JOMYCKAIOTCA JHIA, O3HAKOMJICHHLIE C
FOCT P 54794-2011, 'OCT P 50444-2020, npukasom Poccrannmapra ot 14.12.2018 Ne 2664,
PYKOBOACTBOM IO 3KCILTyaTallHH NOBEPAEMBIX aHATH3ATOPOB H 3TAIOHHBIX CPEACTB H3IMEPECHHIA,
HMelomMe KBaMH(HKALMIO He HHXXE HHXKCHEpa M INpOIICANIHE HHCTPYKTaX IO TEXHHKE
6e3onacHocTH.

OcHOBHBIE Cpe[ICTBa NOBEPKH:

— PaGoune stanons! 1 unu 2 paspsana B cooTBeTcTBHH ¢ ["'ocyAapCcTBEHHOR NMOBEpOYHOH cxemoH
LU CPEACTB H3MEPEHHH comep)aHHA KOMIIOHEHTOB B ra3oBbIX H I'a30KOHICHCATHBIX Cpejax,
yTBepxAeHHOoH npuka3zoM Poccrannapra ot 14.12.2018 r. Ne 2664 — reHeparopbl ras’oBbIX
cMeceif napoB 3TaHoJ1a B BO3yX€e B KOMIUIEKTE CO CTRHAAPTHBIMH 00pa3liaMH cOCTaBa BOAHBIX
pactBopoB 3rtaHona BP3-2 I'CO 8789-2006. Ilpemensi nomyckaeMoif OTHOCHTENbHOH
norpemHocTH 5 %.

HIIH

— Pa6oune aranonsl 1 pa3psana B cooTsercTBHH ¢ ['oCynapcTBEeHHOH NMOBEpOYHOH cXeMOH s
CPEACTB H3MEpEHHMiHl colaepkaHHs KOMIIOHEHTOB B Tra30OBhIX H Ta30KOHAEHCAaTHBIX cpelax,
yTBepXAEeHHOH npuka3oM Poccranmapra or 14.12.2018 r. Ne2664 — cranmaptHble o6pasiibl
COCTaBa ra3oBbIX cMecelf 3TaHoJ/a30T B 6auioHax noa aasneHneM I"CO 10338-2013. I'panuust
OTHOCHTENBHOM norpemrHoct npu P=0,95 + (2-4) %.

Jlonyckaercs NpHMEHEHHE aHAJIOTHYHBIX CPEACTB MOBEPKH, 00ECNEeYHBAIOMUX ONpelc/ICHHE
METPOJIOTHYECKHX XapaKTEPHCTHK NOBEPAEMBIX aHAIH3aTOPOB C TpeOyeMOi TOYHOCTBIO.

3HaK INOBEPKH HAHOCHTCA Ha CBHAETENLCTBO O NOBEPKE HMJH B MacnopT (MpH NEpBHYHOMH
NOBEPKE 10 BBOJA B IKCILTYaTallMIO).
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BHMMaHMe! OTBETCTBEHHOCTb 332 CBOEBPEMEHHOE NpPoBeeHNe NOBEPKN HeceT

COOCTBEHHUK aHanmnsaTopa.

B03MOXHble HEMCNPABHOCTY M CNOCO6LI UX YCTPAHEHUS NPUBEAEHbI B Tabnuue 5.

Tabnuua 5

HeuncnpaBHOCTb
AHanusatop He BK/H0YaeTCH
Mpy HaXkKaTum Ha KHOMKY
BK/IIOYEHUSA

Mpn BKNOYEHUU
BbICBEYMBAETCA HAANUCh
«TpebyeTca cepBuc:
Kannbposka»

Mpw BKIOYEHUUM Ha gucnee
BbICBEUMBAETCA HAAMNUCh
«Over Temperature»

Mpy BKIOYEHUN Ha Jucnee
BblCBEYMBaeTCA HaM1ch
«System Error 1»

4, TpaHCnopTUpOBKa

AHanusarop

KOHLIEHTpaLmm

BepoaTHaa npuymHa
HenpasnnbHO BCTaB/EHbI
WX MOJIHOCTLIO Pa3psXKeHbl
3/1EMEHTBI NUTaHUA

1. MpeBblwweH
MeXKannbpoBOYHbIiA
NHTepBan

2. YCTaHOB/IEH HOBbIN 610K
ceHcopa

BHewHAa TemnepaTypa He
COOTBETCTBYET YCNOBUA
aKcnayartayuu

BHYTpeHHAA cuctemHas
owmnbKa

napos 3TaHO/la B

BblblXaeMOM

Cnoco6 ycTpaHeHus
3amMeHNTe 3/1EMEHTbI MUTaHMNSA

Heob6xoanmo npoBecTu
KOPPEKTMPOBKY MOKa3aHWM.
OTnpaBbTe aHann3aTop B
CEPBUCHbIN LEHTP

MomecTnTe Npnbop B
yCNOoBUSA, COOTBETCTBYIOLLME
YCNOBUAM 3KCMyaTaumm
OTnpaBbTe aHanM3atop B
CEPBUCHbIN LEHTP

Bo3gyxe JuHro ¢

MPMHaLNEXHOCTAMY MOXHO TpaHCNopTUpoBaTh N06bLIMU BUAaMK TpaHcnopta. Bo nsbexaHue
MOBPeX/EeHNN pPeKOMeHyeTcs TPaHCMNOPTUMPOBATb aHanM3aTtop B CMeLuanbHOM M1IaCTUKOBOM
Kelice U3 KOMNeKTa NOCTaBkM C COBNOAEHNEM CEeAYIOLNX YCN0BUIA TPaHCMOPTUPOBKN:
Temnepatypa: ot -10°C go +50°C
OTHOCUTenbHasa BAaXxHocTb: oT 10% o 90%
ATMocepHoe gaBneHue: ot 60 kMa go 140 klMa

5. XpaHeHue n cpokK rogHocTu

Bo wu3bexaHue

NOBPEXAEHWNI

pekomeHayeTcs

XPaHUTb

aHanuszaTop B CcreyuanbHOM

NNacTUKOBOM Kelice N3 KOMMJIeKTa MOCTaBKN C COBN0AeHNEM CefyoLnX YCNOBUA XpaHEHNA:
Temnepartypa: ot -10 °C go +50 “C
OTHOCUTenbHasa BnaxkHoCcThb: 0T 10% fo 90%
ATMOcepHoe gaBneHue: oT 60 kMa go 140 kMa

BHuMaHue! XpaHuTe aHanu3aTop BAANW OT ankoronecogepXalmx Xuakoctein (Hanpumep,
NeKapCTBEHHbIE HACTOMKM, aBTOMOGU/bHbIE XXUAKOCTU, AYXM U T.M.).

6. CTepnnbHOCTL

AHannsatop

KOHLeHTpaLum

napos 3TaHO/la B

BblAblXaeMOM

Bo3ayxe [wuHro c

NPUHaANEXHOCTAMU HE ABNAETCA CTEPUNIBHBIMN N HE MOANEXUT 06s3aTenbHOM crepunmnsagnn.
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7. MeTtoasl B cpeCTBa Ae3HH(EKIIHH

He3undexunio aHanmm3aTtopa HEOOXONMMO NPOM3BOAMTH MOC/E KaXIOro HCHOJIb30BaHHA
IBYKPaTHRIM NpPOTHpaHHEM HapyXHBIX MoBepxHocTeH canderkoii u3 6431 MW Mapiw,
CMOYEHHO# 3% pacTBOPOM NEPEKHCH BOAOpPOAA, B CoOTBeTCTBHH ¢ MY-287-113. Canderkn
NOJDKHBI GLITH OTXKaTHL. He pekoMeHayeTcs MIPUMEHATD CPeICTBa, CoiepXKallne ajlbAeruabl.

MyHIIUTYKH SBISIOTCS OJHOPA30BLIMM, MOBTOPHOMY HCIIOJIb30BaHHIO H 06paboTKe He mojexar,
HX ClleqlyeT yTHIH3KpoBaTh B cooTBeTcTBUH ¢ CanllnH 2.1.3684-21. Oanopa3oBbii MyHAIITYK H
OZIHOPa30BbIH MYHAIMTYK C OOpaTHBHIM KJIANaHOM JO/KHbI OBITh YTHIM3HPOBaHbI B COOTBETCTBHH
¢ K1accoM b MeqUIMHCKMX OTXOZ0B.

BHHUMAHME! He ucnons3yiite ciuprocofepamue Ae3HH(eKUHOHHEbIE CPENCTBa.
BHUMAHMHE! V6eautech, 4TO XKHAKOCTH HE NONAAAET Ha BIyCKHO# MOPT.

8. YTim3aiuus 1 nopsaok OCymeCTBICHHS YHHUTOXEHHS

[Ipu HEOOGXOAMMOCTH BBIBEAEHHS M3 OSKCIUTyaTallHH aHAlW3aTopa WM IpPH BbIABICHHON
HEHCIIPaBHOCTH aHAIM3aTOpa, MCKMOYAIoIEH BO3MOXHOCTb PEMOHTa, NMOJb30BaTENb MOKEH
YTHIH3HPOBATh BhIBEJEHHOE H3 JKCILTyaTalu oGopynoBaHHe, NiepeliaB €ro B MyHKT cOopa A
nepepaboTtku cornacHo CanlIuH 2.1.3684-21.

Ha tepputopuu Poccuiickolt Denepaluy aHanH3aTop M €ro NPHHAUIEXHOCTH IOJDKHBI GbITh
yrunu3upoBaHbl B cootBercTBHH CanlluH 2.1.3684-21 "CaHuTapHO-2NHAE€MHONOrHYeCcKUe
Tpe6OoBaHHA K OOpalleHMI0 C MEIWUMHCKHMH OTXOJaMHM", KJIacC OTX0ZoB A -
3NHUAEMHONIOTHYECKH G€30MmacHBIX OTXOAOB, IO COCTaBY K TBEPALIM OBITOBBIM OTXOJAaM.
ONeMEHTHl MHTAHHA JOMKHBI OLITH YTHAM3MPOBAaHE B COOTBETCTBHH ¢ KinaccoM ' -
TOKCHKOJIOTHYECKH OnacHble oTX0/b! 1-4 KJ1acCoB ONMacHOCTH.

HUcnons3oBaHHbIE 3/IEMEHTH TUTAHHUA BBIOpackiBaliTe TONBKO B ClIEUHAIbHbIE KOHTEHHEPHI U1
cbopa 3neMEHTOB MUTaHHA!

9. KoHTposb OKpyXatomelf cpes! Ha IPOH3BOACTBE

KoHTponb okpyatomieii cpeaibl B XOf€ NPOU3BOACTBA MEIMLIMHCKOrO M3AeNHs «AHAIH3aTOp
KOHLEHTpAMd NapoB 3TaHONA B BbIABIXaeMOM BO3AyXe JIHHIO ¢ NPHHANIEXKHOCTAMH
OCYIIECTBIAETCS B COOTBETCTBHH C JOKyMeHTauWeH, paspaboTaHHOH KoMmaHuei-
NpOH3BOAMTENEM H HOpPMaMH MO OXpaHE OKpyXalollled cpeabl, AeHCTBYIOIIMMH B CTpaHe
npousBoauTeNs. Ha mpoH3BoACTBE BHeApeHa CHCTEMa MEHE/KMEHTa KavecTBa, IMOJHOCTBHIO
cooTBeTcTBYIOmAn TpeGoBanuaMm cranaapros ISO 9001. ITpon3BoACTBO OCYIIECTBIIAETCA TAKXKE
¢ cobmoaeHHeM TpeGoBaHHMI HAlMOHANBLHOrO 3aKOHOAATENICTBA IO OXpaHEe OKpYyXkaroleH
cpeasl. IIpoueccsl M3roToBIEHHA METHUUMHCKOrO M3AENHA HCKIIOYAIOT 3arpiA3HeHHe BO3[yXa,
NOYBBI H BOZOEMOB BpPEAHBIMHM BELIECTBAMH, nepepabaThiBa€MBEIMH MaTe€pHaJaMH H OTXOJAaMH
IPOM3BOACTBA BHILIE HOPM, YTBEPKACHHBIX B ycTaHOBJICHHOM nopsaxe. [Ipu ero usrorosnenuu
OTXOZBI, MPEACTABSAIOIME ONaCHOCTH I OKpYXalomieH cpennl, He 06pa3yroTcs.

10. KoHTpOJIB OKpYXKalolle# cpesibl Ipy IPHMEHEHHH MEAHLIMHCKOTO H3e/IHs

«AHanM3aTOp KOHUEHTpaUMM NapoB JTaHola B  BelAbIXaeMOM Bo3ayxe JluHro c
NPHHAIJIEXHOCTAMH» NMPH HOPMAJIBHBIX YCJIOBHSAX 3KCIUTYaTallHH H COOIONEHHH CaHHTapHO-
3MUAEMHONIOTHYECKUX TpeGoBaHUA 1O YXOAy, OYHCTKE M JE3HHGEKUMH He SABJAETCH
MCTOYHHKOM 3arpsi3HeHMs okpyxawomeif cpemsl. [Ipounx crneunamrbHbpIX TpeGoBaHHH
6€300aCHOCTH [pH NPUMEHEHHH H3IeNHA He cymecTByeT. Ilo HCTedeHMH CpOKa CITyXObl
H37eNus, HEBO3MOXHOCTH MIH HELEeNecOoOOpa3sHOCTH €ro peMOHTa NPOH3BOMAMUTCSA YTHIH3ALUA
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mgemas B coorsercTBHE ¢ CanllsH 2.1.3684-21. VThauszaums MEAMUMHCKOTO H3AENHAA
HEIAKOHHEIM cNIOcO60M MOXKET HMETh HETaTHBHEIE NOCJICACTBHA U 3X0OPOBLA JOAEH H OXpaHE!
okpyxaromeii cpeasl. [TosroMy nMpy yTHAR3AUHH HEOOXOZMMO CTPOTO CNCAOBATH 3AKOHAM H
HOpMATHBAM, NpHHSTEIM B CTpaHax, [A¢ H3EJME H Cro NpHEAWIEXHOCTH OyayT

IKCILUTYaTHPOBATHCA.
11, TlepeucHb HOPMATHBHONK HOKYMEHTALHH

TOCT P 50444-2020 [lpuGopsl, anmapatet M o0opyaoBaHHe MemuuuHckHe. OOwme
TeXHHYECKHe

TpebGoBaHHA.

TOCT P 54794-2011 Ananu3atopsi napoB 3Tanona, OOumEe TEXHHIECKHE YCIOBHSL.

IFOCT P M3K 60601-1-2010 Usgenmns Mempuunckde 3nekrpmdeckne Yactes 1. O6mme
TpeGoBanug 6¢30NACHOCTH ¢ YICTOM OCHOBHBIX (PYHKIHOHATBEBX XAPAKTCPHCTHK.

FOCT P M3K 60601-1-2-2014 Uagemaa MegumuHCKEe 2uiekTpHueckHe “Yacts 1-2. Obmue
TpeGoBanMs Ge30IACHOCTH € YYeTOM OCHOBHBIX (YHKIHOHANBHMIX XAPAKTEPHCTHK.
[MapannensHL cCTaHAAPT. IACKTPOMATHATHAY COBMECTHMOCTS. TpeboBaHus H HCNLITAHHA.
FOCT P M3K 60601-1-6-2014 W3menus MeAWIMHCKEe 2ieKTpHyeckue “Yacts 1-6. O6mme
TpeGobaHug Ge30NAaCHOCTH ¢ YYETOM OCHOBHEIX (YNKIHOHANBHBIX  XAPaKTEPHCTHK.
JIONONHUTENLHBI CTAHAAPT. JKCILTYAaTAHORHAY NPUIOAHOCTD.

FOCT 1SO 10993-1-2021 Hspenus MeJMIWHCKHS. OLCHKA Ouonormueckoro aAeHcTBHA
MeHIHHCKHX H3aenmii. Yactp 1. Ouenka H HccnenoBanus.

r'OCT P UCO 10993-2-2009 Hspenus MeIHIOMHECKWE OuCHKa OHOjMOrHYecKoro aeHcTaud
MeAHIHHCKHX H3gemit. Uacts 2. TpeGopanud K oGpamerHIo ¢ XUBOTHHMHA.

rocCT ISO 10993-5-2011 Hapenua wmemaumHckHe, OncHka OHonMormyeckoro AeHCTBHA
MeIMIHMHCKHX m3aemmii. Yacts 5. UccnenoBanua Ha MTOTOKCHYHOCTD: METO/HL in vitro®.

TOCT ISO 10993-10-2011 Hame:ms wmeamumsckne. Onenxa OGHonormueckoro aefcTBHA
MeannuackEx maaenmi. Yacte 10. Mccnenopanns pasapaskaloniero ¥ CCHCHOHIH3HPYIOMEro
HeAcTBHA.

TOCT ISO 10993-12-2011 Hamerms Memununckue. Ouenxa OGHONOrHYECKOro AeHCTBHAA
MeaanuACKEX maaenuit. Yacts 12. [TpuroTopnenne mpob H KORTPOIbHEIE 0Opaslibl.

TOCT P 52770-2016 NU3nenus memauuHckue, TpeGoBarua Gezonmacroctd. MeTOAB! CAHHTAPHO-
XHMHYCCKHX # TOKCHKONOTBICCKHX ACTIRITAHHI.

TOCT P 31214-2016 Hsnenmus Meamunnckue. TpeGoBanma Kk ofpasnaM H AOKYMCHTALWH,
NPEACTABIACMBM HA TOKCHKOJNIOTHYECKHE, CAHATAPHO-XHMHYCCKHE HCC/IEOBAHMS, HCILITAHHA
Ha CTEPHIILHOCTE B NHPOTEHHOCTD.

I'OCT 31209-2003 KonreiiHepH 418 KpoBH M ee KOMNOHEHTOB., TpefoBaHnS XHMAYECKOH A
Guonoruueckoii 6e30NaCHOCTH M METOAL! HCIHITAHHH,

T'OCT 8.009-84 I'ocynapcTeeHHas cHCTeMa ofecnedcHAn eanHCTBa uamepernil. HopMupyeMue
METPOJIOTHIECKHE XapPaKTEPHCTHKH CPEACTB HIMEpEHHH.

IFOCT P 8.654-2015 TocymapcTReHHas cucreMa oOecnedeHMs COWHCTBA HW3MEpeHHH,
TpeGoratiug k nporpaMMHOMY ObecrieveHHIO CpeacTB MIMEpeHHN. OCHOBHEIC NONOXKEHUA
IF'OCT 8.578-2014 TocyzapcrBeHHas CHCTEMa OOCCNCUCHHA CAMHCTBA  H3MEpEHH.
TocyrapcTeeHHas IOBEpOuYHas CXEMa UIN CPCACTB H3MEPCHHH COICPXKAaHHA KOMIIOHEHTOB B

ra3’oBsIX Cpeaax.
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F'OCT P 8.676-2009 TocynapcrBeHHas cHcTeMa oOecneyeHHs €IHHCTBA HM3MEPEHHI.
locynapcTBeHHas noBepoYHas cXeMa JUIS CPEACTB HIMEPEHHH CONEPIKAHHSA 3TaHOJIa B ra3oBbIX
H XHIKHX cpeaax.

'OCT P M3K 62304-2013 Usnenus meauuuHckue. [IporpamMmuoe obecnedenue. IIponeccs
XH3HEHHOTO LIHKJIA.

T'OCT P M3K 62366-1-2021 U3nenus meauuunckue. Yacts 1. [IpoexTHpoBaHHe MEAHLIMHCKHX
H3JeNH# C yYeTOM 3KCITyaTalHOHHOH MPHIOAHOCTH.

12. 'apanTHiiHBIE 00513aTENTBCTBA

000 «CHUMC-2», sBnasch OQHUHMANLHBIM INPEICTaBHTENIEM KOMIMAHHH-NPOU3BOAMTENSA
rapaHTHpYeT, YTo npHoGpeTeHHbI BaMu aHanu3aTop He HMEET MPOH3BOACTBEHHBIX 1€(EeKTOB B
YaCTH MaTEpHAIOB M KOMIUIEKTYIOWIMX Ha MOMEHT NpoJaXH H o00sA3yercs INPOH3BECTH
GecriaTHBIM PEMOHT BBILEAIIMX H3 CTPOS JJIEMCHTOB B TEYEHHE BCEro Cpoka AeHCTBHA
rapaHTHH, 3a HCKIIOYEHHEM PpErJIAaMEHTHOrO TEXHHYECKOro OOCITyXHBaHHs, BbI3BaHHOTO
€CTECTBEHHBIM H3HOCOM CEHCOPHOIO JIaTYHKa.

TapanTHIHBIH CPOK IKCILTYATALHA Ha MEJHIHHCKOE H3aeane — 12 Mecaues.
TapanTaiinbiil CPOK XpaHEeHHS HA MEAMIHHCKOE H3AE/HE — 3 MecHla.
Brumanue! I'apanmua He pacnpocmpanaemcs Ha XUMU4ecKue ucCmouHUKY numanus.

AHanM3aTop NPHHHUMAETCA K rapaHTHHHOMY OOCIY’)KHBaHHIO TOJILKO NMpPH HAJMYHMH Macmnopra

(PyKOBOACTBa N0 3KCILUTyaTalMH) C yKa3aHHEM CEpHIHHOro (3aBOACKOro) HOMepa, JaThl MPOAAKH

H C NeYaThio TOpryomeH opraHH3allky.

000 «CHMC-2» ocraBnser 3a cofoi npaBo oTkasaTh B OecraTHOM rapaHTHHHOM

00CITy)KHBaHHH B CJIEAYIOMMX CTy4asX:

1. YTepsAsHB WJIH HENMpaBHJBLHO 3aNIONIHEHB! JOKYMEHTBHI, MOATBEPXKAAIOIIHE NaTy MPONaXH
aHanM3aTopa.

2. AHanM3arop noasepraics HeCAHKIIHOHHPOBAHHOMY BCKPBITHIO.

AHanM3aTOp HCIONB30BAICA C HAPYIICHHEM NPABHJI IKCILTyaTalHH.

4., AHaIH3aTOp MMEET Clelbl MEXaHHYECKHX NMOBPEXKICHHH, BBI3BAHHBIX yJapaMH, NaneHHeM,
nu60 NonsITKaMH BCKPBITHS.

5. AHanM3aTOp MMeeT MOBpEXIEHHS, BbI3BAHHBIE NONMAJaHHEM BHYTPb NpHOOpa MOCTOPOHHMX
NpeAMETOB, XHIKOCTEH HIIH HACEKOMBIX.

6. AHaM3aTOp HMEET MOBPEXIECHHS,  BbI3BAaHHBICE  INPHMCHEHMEM  HECTAHIApPTHBIX
KOMIUIEKTYIOIIMX H aKCeccyapos.

B cnyuyae oTKa3a OT rapaHTHHHOro oGCITy)XKHBaHHS NOKYTIATENIO BLIIACTCA AKT TEXHHYECKOM

3KCnepTH3bI ¢ 060CHOBaHHEM NMPHYHHEI OTKa3a.

B nepuox rapanTHifHOro cpoka mpH oOHapy>KEHHH 3aBOJACKHX AE(EKTOB MOJHL30BATEND MOXKET
06paTHThCA K YNOJIHOMOYEHHOMY MPEACTaBHTENMO Npon3BoauTens B Poccuiickoit Penepauns -
000 «CUMC-2» no aapecy: 125430, r. Mocksa, yi. MutnHckas, a. 16, at. 10, noM. 10125,
koM. ¢ 15 no 18, tenedon: (495) 792-31-90 (MHOroxaHaabHbIA), aApec 3NEKTPOHHOM MOYTHI:
info@sims2.ru.

et

13. KoHTakTHas uHdpopMalus

B ciiy4yae BO3HHKHOBCHHMS BOIIPOCOB, CBA3AHHBIX C NPHMCHCHHEM H3MAC/IHA, & TAKXKC IIpH
BO3HHKHOBCHHH npereusuﬁ K IPOH3BOAHTEIIIO, norpe6menb MOXCET oﬁpamecx 110 YKa3aHHOMY

anpecy:
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YhonsoMOueHHE TIpeaCTaBHTEN: mpousBoauTens B Poccufickoli Peaepaumu mo sompocam
Ka4ecTna:

ObuiecTe0 ¢ orpamudenHol orpercraerHocTHi0 «CHMC-2» (000 «CHMC-2»), Anpec:
125430, Poccus, r. Mocksa, yi1. Mutunckad, 4. 16, a1. 10, nomemenne 10125, xom. C 15 1o 18,
Tenedon: +7 (495)-792-31-90, agpec snekrponHo nowrs:: info@sims2.ru, Caifr: sims2.ru

PecnyOnuxa ApMEHAS:

ARIDES Limited liability company (O6mectBo ¢ oOrpaHHYCHHOM OTBETCTBEHHOCTHIO
«APHIEC»)

ARIDES LLC (OO0 «<APHAEC»)

111, Raffi Street, Malatia-Sebastia, 0064 Yerevan, Republic of Armenia

(111, yn. Paddu, Manarus — CeGacras, 0064, Epepan, PecryGmuka ApMenns)

Tenedor: +37460 52 99 50

Qaxc: +37460 52 99 50

Azpec snekTpoHHO# nowrsl; info@arides.am
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npunoXeHne 1 3}'IeKTpOMaFHI/ITHaFI COBMECTUMOCTb

3NeKTpoOMarHuTHas COBMECTUMOCTb obecneunBaeTcs BbIMOMTHEHMEM TpeboBaHMii
FOCT P M3K 6060 M -2-2014.

BHUMAHUE!

AHannsaTop TpebyloT NPUMeHeHNs cneumnanbHbiX Mep Ans obecneveHns SMC 1 fOMKHbI ObITb
YCTaHOBNEHbl W BBEAEHbl B 3KCMyaTaunio B COOTBETCTBMM C MHGOpMaLmein, OTHOCALeNCH K
3MC, npuBeaeHHOI B 3KCMyaTaLMOHHON JOKYMEHTALWN.

BHUMAHWE!
MpuMeHeHNe MOBUMbHBLIX PaAnoYacTOTHLIX CPefCTB CBA3WM MOXET O0KasblBaTb BO3[ENCTBME Ha

AHanunsartop

N3nenne AHanu3aTop KOHLEHTpaLuyU NapoB 3TaHONa B BblbIXaeMOM BO34yXe JUHTO C
MPUHAANEXAHOCTAMU NPeAHa3HAYEHO AN NPUMEHEHMNS B 3N1eKTPOMarHMTHOW 06CTaHOBKE,
onpeaeneHHoi Huxe. MoKynaTento UNK NONb30BaTeNt0 U3AENNs cneqyeT 06ecnednTb ero

NpYMeHeHMNe B yKa3aHHO 06CTaHOBKe
cnbiTaHye Ha CooTBeTCTBUE AneKTpoMarHuTHas 06CTaHOBKaA - YKa3aHus
3NEeKTPOMArHUTHYHO
3aMUCCUI0
N3nenms ucnonb3yoT pagnodacToTHYIO
3HEPTUI0 TONbKO AN BbLUOSTHEHMS
BHYTPEHHUX (YHKLMIA. Y pPOBEHb 3MUCCUU

Pagnonomexu o pagMoYacTOTHbLIX MOMeX ABNAETCA HUIKUM
cCncrne 11 Fpynna 1 N, BEPOATHO, HE NPUBEAET K HAPYLLUEHUAM
(YHKLMOHNPOBaHNSA,
PacrnosioXXeHHoro B6/n3n 3/1eKTPOHHOTO
o6opypoBaHus
Pagnonomexu no Knace B M3genve npurofHo gna NpYMeHeHns B
CuCcneP 1 No6bIX MecTax pasMmeLLeHuns, BKIYas
rapMOHMYecKue He npumeHUmMo XWMble fOMa U 34aHUA, HENOCPEACTBEHHO
cocTaBnsoLMe TOKa Mo NOAK/IKOYEHHbIe K pacrnpefenuTenbHOM
M3K 61000-3-2 3N1EKTPUYECKOW CeTU, NUTAIOLLEN XUMble
KonebaHus He npumeHnmo Aoma

Hanps>XeHnsa n pankep
no M3K 61000-3-3

PYKOBOACTBO M feKnapayus n3aroToBuTenst —1oMexoyCcTon4nBoCTb

N3penne AHann3aTop KOHLEHTpaLum napoB 3TaHo/a B Bbl4blXaeMOM B0O3ayxe [UHIO C
NPUHAANEXHOCTAMMN NpegHa3HavyaeTca 418 NPUMEHEHUS B 3/1eKTPOMarHUTHOW 06CTaHOBKe,
onpeaeneHHon Hke. MokKynaTento Uan NONb30BaTENH U3AeNNA cneayeT 06ecneynTb ero
NPUMeEHeHMe B yKa3aHHOI 06CTaHOBKe

VcnbiTaHne Ha NcnbiTaTenbHbIi Y poBeHb ONeKTpoMarHmTHas

MOMEX0YCTOWYMBOCTb YpOBeHb Mo M3K COOTBETCTBUA o6cTaHOBKa - yKasaHus
60601

JnekTpocTaTuyeckme +6 KB -KOHTaKTHbIA +6 KB - Monbl JOMKHBI ObITb

paspsagbl (3CP) no paspag KOHTaKTHbI fepeBaHHble, 6ETOHHbIe
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M3K6L00-4-2

HaHoceKyHAHbIe
UMMNYNbCHbIE MOMEXMU
no M3K 61000-4-4

MMWKPOCEKYHAHbIE
MMMYNbCHbIE MOMEXM
60MbLIOI 3HEPrMK No
M3K 61000-4-5

MpoBankl,
npepbiBaHUA K1
N3MEHEH NS
Hanps>XeHns Bo
BXOHbIX TMHUAX
ANEKTPONUTAHMA MO
M3K 61000-4-11

MpumeyaHne - UT-
MarHuTHoe none
NPOMbMMNAEHHOW
yacTtoTbl no M3K
61000-4-8

KOHAYKTUBHbIE
Nomexu, HaBegeHHble
pafnoyacToTHbIMM
3NEKTPOMAarHUTHbLIMK
nonamm no M3K

+8 KB - BO34YLIHbIN
paspsg

+2 kB - ans nuHwni
aneKkTponuTaHua

+1 KB - gns nuHwuii
BBOJa-BblBOAA

+1 kKB - npu nopgauye
nomex no  CcCXeme
"nposoga-nposog"

+ 2kB - npu nopgave
NMOMEXWU MO Cxeme
"nposog-3emna”

<5% Ut (nposan
Hanps>keHna  >95%
Ut) B TeyeHue 0,5
nepnogaa;

40% Ut (nposan
Hanps)eHunsa 60% Ut)
B TeyeHMe  NATK
nepuopoB;

70% Ut (nposan
HanpsxeHua 30% Ut)
B TeyeHue 25
nepuosoB;

<5% U+t (npoBan
HanpsaXxeHusa >95%
Ut) = TeyeHne 5¢

paspsj
+8 kB -
BO3A4YLUHbIN

paspaj

He npumeHumo

He npumeHnmo

He npumeHnmo

nnn n3 kagena. Ecnu
MoJibl MOKPbIThbI
CUHTETMYECKNM
maTepuanom,
OTHOCMTEeNbHas
BMAXXHOCTb A0/KHA ObITb
He meHee 30%.

KayecTBO 3/1e€KTPUYECKOIA
3HEPrumn B 3N1IEKTPUYECKOW
CeTu 34aHns LOMKHO
COOTBETCTBOBATb
TUMUYHbLIM YC/IOBUAM
KOMMEPUYECKON Un
601bHUYHON 06CTAHOBKM
KayecTBO 3/1eKTpUYEeCKOiA
3HEpPrun B 3NEKTPUYECKOI
CeTn 34aHuNA LOMKHO
COOTBETCTBOBATb
TUMUYHBIM YCIOBUAM
KOMMepPYeCcKomn nnm
601bHNYHOI 06CTaHOBKM

KauecTBO 3neKTpMUecKoii
3HEPrnmn B 3NEKTPUYECKON

CeTn  34aHMA  LO/DKHO
COOTBETCTBOBaTb

TUNUYHBIM yCNOBUAM
KOMMEpPYECKO nnu

60/IbHNUYHOV 06CTAHOBKMW.

YPOBEHb Hanpsa>XeHuna 3ﬂ6KTpl/I‘-IeCKOI7I cetTm Ao MOMEHTa nogadvyn
ncnblitTaTesibHOro BO3,EI,€I7ICTBVIF|

3 Alm

3B
(cpegHekBagpaTMyHOE
3Ha4YeHue) B nosoce
ot 150 klN'y go 80
My,
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3 A/m

He npumeHumo

Hanps»KeHHOCTb
MarHUTHOro nons
NPOMbILLNEHHON YacTOThl
B Ha3HAYEeHHOM MecTe
YCTAaHOBKW [J0/KHA
COOTBETCTBOBATh
TUNWYHLIM YCNOBUAM
KOMMEpPYECKON nnm
601bHUYHOWN 0BCTAHOBKM
PaccTosiHue Mexay
NCNONb3yeMbIM
NopTaTUBHbLIM/MOGUTbHBIM
CpeAcTBOM pafnoCBS3N U
no60ol uvacTblo M3aenus,



61000-4-6

Hsnyyaemoe
paIHoOYacTOTHOE
3NIEKTPOMAarHuTHOE

4-3

nojie no M3K 61000-

3 B/M B nosoce ot 80
MI'mgo 2.5 T

3 B/M B nmosioce ot
80 MI'u o 2.5
T

BKIIOYass Kabenu, AOIKHO
OLITH He MEHBIIE
PEKOMEHIyEMOT0
NPOCTPaHCTBEHHOIO
pasHoca, KOTOPBIH
PacCUMTHIBaETCH B
COOTBETCTBHH c
NpUBEJECHHBIM
BbIp@XXCHUEM
NPHMEHHTENIBHO K YacToTe
nepeaaT4yMka.
PexoMeHayembii
NPOCTPaHCTBEHHBIH
pa3sHOC: PpacCCHHTHIBACTCA
no ¢opmyine:

d=1.2VP
U1 oJIockl yacToT oT 80
KI' 1o 800 MI'u:

d=1,2\P
JUI moJiocsl yacTot ot 800
kl'u mo 2,5 MI'u:

d=2,3VP
rae P - HOMHHaIbHOE
3Ha4YeHHE MAaKCHMAJIbHOM
BBIXOHOM MOMHOCTH B BT
B COOTBETCTBHH co
3HAYEHHEM,
YCTaHOBJIEHHbIM
H3rOTOBHTEJIEM; d -
PEKOMEHIYEeMBbIH
NpOCTPaHCTBEHHBIA
pas3Hoc, M.

HanpsxeHHOCTh NOJA npU
pacnpocTpaHeHHH
PaaHOBOJIH OT
CTallMOHapHbIX
pagHoIepeaaTYHKOB, 110
pe3ynbTaTaM HaGmofeHu#
3a 3JICKTPOMarHUTHOMU
o6cTaHOBKO#®, NOMKHA
OBITL HHXE, YEM YPOBEHD
COOTBETCTBHS B KaXKJIOH
nonoce 4acTor’.

IToMexu MOryT BO3HHKATh
BOnmu3H o6opynoBaHus,
0003HaYeHHOIo
CJIEAYIOLIUM CHMBOJIOM:

(@)

ITPUMEYAHHUE

1:

Ha wyactrorax 80 u 800 MI'm npuMeHsior 6onbliee 3HaYECHHE
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Hanps>XeHHOCTN NoNs;
MPUMEYAHWE 2. T[lpuBefeHHble BbIpaXeHUA NpPUMEHUMbl He BO BCexX c/ydaax. Ha
pacnpocTpaHeHuWe 3MEeKTPOMArHWTHbIX BOMIH B/IUSAET MOMNOWEHWe WAW  OTPaXeHwe OT
KOHCTPYKLMWIA, 00BEKTOB 1 NHOAEN;
N Hanps)XeHHOCTb  nons  MNpW  pacnpocTpaHeHWW  pajuoBOMIH  OT  CTaLMOHAPHbIX
paguonepefaTymMKos, TakKux KakK 6a3oBble cTaHumm pagnoteneOoHHbIX ceTel
(coTOBbIX/6ECMPOBOAHbIX) W HA3eMHbIX MOABMXHbLIX  PagMoCTaHUWA,  NOOUTENbCKMUX
pagnocTtaHynin, AM n FM paanoseliaTenbHbIX NepefaTymKoB, TeEBU3MOHHbIX NepefaTymKos,
He MOXeT 6bITb OnpegesieHa pacyeTHbIM NYTEM C 4OCTAaTOYHON TOYHOCTbIO. [N 3TOr0 LO/MKHbI
OblTb OCYLLECTB/IEHbl MPaKTUYeCKMe W3MEPEHUA HanpsXeHHoCTU nonda. Ecnm uamepeHHble
3Ha4YeHUss B MeCTe pa3MelleHna u3genns Bbnne MNPUMEHUMbIX YPOBHE COOTBETCTBUA, TO
cnefyeT NpoBOAMTL HabnwoAeHUs 3a paboTol M3Lenns C Lebi MPOBEPKU €e HOPMasibHOro
(hYHKUMOHMpPOBaHMUA. Ecnn B npouecce HabMoAeHNA BbISBNAETCA OTK/NOHEHME OT HOPMasbHOro
(PYHKLUMOHMPOBaHUA, TO HeoOXOAMMO MPUHATL  AOMOJSIHUTENIbHbIE  Mepbl, TakuWe Kak
NMepeopueHTUPOBKA WU NEPEMELLEHNE U3LeNNs.

*\8 ananasoHe yactoT oT 150 Ky, Ao 80 Ml ypoBeHb CUrHana AomkeH 6biTb MeHbLe 3 B/M.

PekomeHayemble 3HaYeHUA NPOCTPAHCTBEHHONO pasHoca MeXay NopTaTUBHLIMU U NOABUXHBLIMU
paanovyacToTHbIMU CpeacTBamMu CBA3N, N N3OENTNEM.

N3pnenne npegHasHavyaeTcs AN NPUMeHEHWS B 3NEKTPOMArHUTHOW 06CTAHOBKE, MPU KOTOPOid
OCYLLEeCTBNAETCA KOHTPO/b YPOBHEW MW3ny4vyaembix Mnomex. [lokKynaTenb WAM MNoOAb30BaTesb
N3OeNns MOXEeT n3bexaTb BAUAHUS 3NeKTPOMArHUTHLIX MOMeX, 006ecrneynmB MUHUMANbHbINA
MPOCTPAHCTBEHHbI pasHOC MeXAy MNOopTaTMBHbBIMM W MOABWXHLIMA  PaAM0OYaCTOTHBIMY
cpeAacTBamu  cBA3W  (NepegaTtumkamu) W3fgenneM, Kak PEKOMEHAYyeTCcs HUXe, C  Y4eToM
MaKCUMa/ibHON BbIXOAHON MOLLHOCTY CPesCTB CBA3M

MpocTpaHCTBEHHbI pa3Hoc d, M, B 3aBUCUMOCTM OT 4acTOThl

HomunHanbHas nepegaTumMKa
Makcenmansras d=1,2VP d=1,2vP d=2.3VP
BbIXOAHAA MOLLHOCTE Bnosoce ot 150 KI'y Bnonoce ot 80 g0 Bnonoce ot 800 My
nepepatunka P, BT 110 80 MTiy 800 My 10 2,5 [Ty

0.01 0.12 0.12 0.23

0.1 0.38 0.38 0.73

1.20 1.20 2.30

10 3.80 3.80 7.30

100 12.00 12.00 23.00

MpumevaHwme:
1. Hayactotax 80 1 800 MI'y npuMeHAIOT 60NbLLee 3HaYeHNEe HaMPSXKEHHOCTKW NoNK;

2. TlpuBefieHHble BbipaXXeHUA MNPUMEHWMbl He BO BCeX cfy4aax. Ha pacnpoctpaHeHue
3N1eKTPOMAarHUTHbIX BOMH BAWAET NOrMOWEHNE UIN OTPaXeHWe OT KOHCTPYKLUMIA, 06bEKTOB K
noaen;

3. TMpu onpegeneHN pPekOMeHAYEMbIX 3HA4YeHUI MPOCTPaHCTBEHHOro pasHoca d And
nepefaTynkoB C HOMMWHaNbHOW MaKCMManbHON BbIXOAHOW MOLWHOCTbIO, He YKasaHHOW B
Tabnuue, B NpMBEAEHHbIE BblpaXEHNSA MOACTaBNAT HOMUHA/IbHYO MaKCUMa/ibHYH BbIXOLHYIO
MOLLHOCTb P B BaTTax, yKazaHHY0 B JOKyMeHTaL M N3roToBUTeNA NepefaTymka.
Mpon3BoAnTeNb rapaHTUpyeT COOTBETCTBME TPebOBaHUAM 3M1€KTPOMArHUTHON COBMECTUMOCTH
TONbKO NpW 3KCMjyatauum cocTaBa M3fenus, ykasaHHoro B n. 1.7.1 gaHHOro pykKoBOACTBa C
nsgennem AHanM3aTop KOHLEHTpauuu napoB 3TaHO/a B BblbIXaeMOM BO3gyxe [AWHro ¢
NPUHAANEXHOCTAMMN.

Wcnonb3oBaHue n3gennin, ykaszaHHbix B M. 1.7.1 ¢ He yKasaHHbIMKU B N. 1.7.1 MOXeT NpMBECTU K
MOBbILWEHHOW 3/1EKTPOMarHMTHON 3MUCCUN WU MOHUXEHHOW MOMEXOYCTOMUYMBOCTU U3LeNnuns
AHanusaTop KOHUEHTpauuuM napoB 3TaHONMa B BblAbIXaeéMOM  BO3Ayxe [OuWHro ¢
NPUHAANEXHOCTAMMN.
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9, Cymeour-po, Maxy-cu Meonrru-no, Kopes HOTAPUAJIBHOE YIOCTOBEPEHHE

Caméur B/J1 ] arax (ren.) 031-943-2275
[MMpunoxenne Popma Ne 41] (daxc) 031-943-7110
Pernctpamnonssiit Homep 2023-446

HOTAPHAJIBHOE YAOCTOBEPEHHE
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TIAPK JACOM

JHIo, AeHicTRYIONIEE MO JOBEPEHHOCTH
JO JOKYH 10O, Ilpesugenta
CEHTEK KOPEA KOJTA

SBHNCH KO MHE ¥ TIOATBEPARI NOAIHCH YKA3AHHOIO

PYXOBOZMTENA Ha NPHIOKEHHOM

PYKOBOACTBE IO SKCIUTYATaUHH

HA MEMIMHCKOS H3ZIENHE: (AHATH3ATOP KOHUEHTPALIH NAPOB ITAHONA B BRABIXaEMOM B03AYxe [IHHrO
¢ NMPHHAINEHHOCTIMIN

HacTogimuM 3aCBHACTENLCTBOBAHO 23-r0 Mas 2023 r. B 310l KOHTOPE.

Hazpanue ouca

J3 Ceynr Jloy 2ua Hoyrapn Oddnc Hax
{Dae Seung Law and Notary Office Inc)

Iparaanexuocts K:  JOHmxeonry
Oxpynmuas npoxyparypa

Anpec oprca
Caménr B/ 1 sTax

9, Cuueonr-po, ITaxy-cu Meonrru-no, Kopes

Ioonucy

Ioanucs HoTapryca
BAHTI CYHI" MAH

Sra xorTOpa 6RUIA YrioNHOMOYeHa MurRCcTepeTBoM IOcTHIHR Pecmybmuxu Kopes,

ACHCTBOBATH KAK HOTAPHANBLHAA KOHTOpA
¢ 7-ro denpana 2020 r. cornacHo 3akoHy Nel 18.

210 MM X 297 MM

IMonoand guinoauun nepesoosux Sauumos Jospan
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Poccuiickaa degepauus.

Mopog Mocksa.

TpuguaThs NepBoro Mas fiBe ThiCAYN fBaALaTb TPETbLEro roga.

A, Cngopos Kupunn EBreHbesny, HoTapuyc ropoga Mocksbl, CBUAETENbCTBY NOA/JINHHOCTb
nognucu nepesogynka bawmmosa [lospaHa.

Mopnuch caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb noAnucasLlero AOKYMEHT yCTaHoBNeHa.

3aperncTpuposaHo BpeecTpe: Nqg 77/519-n/77-2023-
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NOTARIAL CERTIFICATE

Dae Seung Law and Notary Office Inc
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Sentech Korea Corp. Head office:21-6,Jimok-ro75beon-gil ,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
Germanoffice:AmKronbergerHang2SchwalbachAmTaunus,65824Germany Tel:+496196 7610600 www.sentechkorea.com
USA officerSENTECH USA INC, 19700 S.VermontAve.STE 200Torrance,CA 90502 US Tel:+1 310 526 8231 www.sentech-usa.com

Document No. ST-K.-0173
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Sentech Korea Coi
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Ethanol Vapor Concentration Analyzer in Exhaled Air
Dingo with accessories

Passport

Registration certiflcate No. RZN 2014/1689
Registered in the Federal Information Fund
for Ensuring the Uniformity of Measurements No. 80132-20
2023
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SEHTECH

Sentech Korea Corp. Head office:21-6,Jimok-ro7Sbeon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400

Germanoffice:AmKronbergerHang25chwalbachAmTaunus,65824Germany Tel;+4961967610600 www.sentechkorea.com
USA office: SENTECH USA INC, 19700 S.Vermont Ave. STE 200 Torrance, CA 90502 US Tel:+1 310526 8231 www.sentech-usa.com
1. Purpose

The Dingo Exhaled Air Ethanol Vapor Concentration Analyzer with Accessories is designed for
express measurement of the mass concentration of ethanol vapors in a selected sample ofexhaled air.

Manufacturer:

Sentech Korea Corp.,

Address: 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea.
Phone: (82 31)80714400

Web-site: www.sentechkorea.com

E-mail address: sentech@ paran.co.kr

Place of production:

Sentech Korea Corp.,

Address: 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea
Phone: (82 31) 80714400

Web-site: www.sentechkorea.com

E-mail address: sentech@paran.co.kr

Limited Liability Company «ARIDES»

(ARIDES LLC) Republic of Armenia

Address: 111 Raffi str., Malatia-Sebastia, Yerevan, 0064
Phone:+37411 26 99 50

Web-site: arides.am

E-mail address: info@arides.am

Authorized representative of the manufacturer in the territory of the Russian Federation:

Limited Liability Company «SIMS-2» (SIMS-2 LLC),

125430, Moscow, Mitinskaya street, 16, fl. 10, room 1012B, com. from 15to 18
Phone: +7(495)792-31-90

Web-site: www.sims2.ru

E-mail address: info@sims2.ru

Testing Center:
Federal State Unitary Enterprise "All-Russian Research Institute of Metrology named after D.I.
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=>E[TECH

Sentech Korea Corp. Head office; 21-6, Jimok-ro75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
German office; Am Kronberger Hang 2 Schwalbach Am Taunus, 65824 Germany Tel:+49 6196 761 0600 www.sentechkorea.com
USAofflce;SENTECHUSAINC,19700S.VermontAve.STE200Torrance,CA90502US Tel;+1 3105268231 www.sentech-usa.com

Mendeleev" (FSUE "VNIIM named after D.l. Mendeleev»)

Address: 19, Moskovsky Ave., Saint Petersburg, 190005, Russia.
Phone: +7 812 251-7601

Web-site: https://www.vniim.ru

E-mail address: info@vniim.ru

Certificate of accreditation of FSUE "VNIIM named after D.l. Mendeleev" for testing measuring
instruments for type approval No. RA.RU.311541 dated 28.01.2016.
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Sentech Korea Codp. Head office:21-6,Jimok-ro75beon-gil ,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
German office; Am Kronberger Hang 2 Schwalbach Am Taunus, 65824 Germany Tel:+49 6196 761 0600 www.sentechkorea.com
US5Aoffice:SENTECHUSAINC.19700S.VermontAve.STE200Torrance,CA90502US Tel;+1 3105268231 www.sentech-usa.com

2. Operating conditions
The analyzer can be used both indoors and outdoors if the environmental parameters correspond to the
operating conditions specified in Table 1.

Table 1 Operating conditions of the analyzer

Ambient temperature 0T+10“C g0 + 40“C
Relative humidity 10% - 90% (6e3 KOHAeHcaLun Bnarm)
Atmospheric pressure 84 kMa - 1067 kMa

3. Metrological and technical characteristics
The metrological and technical characteristics of the ethanol vapor concentration analyzer in the

exhaled air of the Dingo are given in Table 2.

Table 2 Metrological and technical characteristics of the analyzer

Name of the parameter Sp~ifigations
Dingo E-200 Dingo E-200(B)

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



bEIMNTECH

Sentech KoreaCorp, Head office: 21-6, Jimok-ro7Sbeon-gil,Paju-si,Gyeonggi-do, 10880 Korea
German office; Am Kronberger Hang 2 Schwalbach Am Taunus, 65824 Germany
USA office:5ENTECH USA INC 19700 S.Vermont Ave.STE 200Torrance,CA 90502 US

Tel-t-82 31 8071 4400
Tel: +49 6196 761 0600
Tel;+1 310 526 8231

www.sentechkorea.com
www.sentech-usa.com

General information:

Weight, g, no more
Overall dimensions (HXWxD), mm no more

Sensor Type
Purge mode

Calibration interval
Displaying results

Range of indications, mg/1

The price of the lower division of the scale
dischaige, mg/1

Parameters ofthe analyzed gas mixture when the
sample is fed to the input of the analyzers
(automatic sampling mode):

- consumption of the analyzed gas mixture,
1/min, not less

- the volume of the sample of the analyzed gas
mixture, 1, not less

Time of preparation for work after switching on,
S., N0 more

Measurement time after sampling, sec., no more
Preparation time for operation after analysis ofa
gas mixture with a mass concentration ofethanol
0.50 mg/1, sec., no more

The time interval of the analyzers without
adjusting the readings, months, no more

The number of measurements on the analyzers
without replacing the batteries, at least

Communication with the printer

200
133x65x33

electrochemical removable

1. Measuring mode - through a disposable
mouthpiece

2. Screening mode - through a funnel
mouthpiece, or without the use of mouthpieces

lyear

4 - bit digital display
Ot 0,000 go 2,000
0,005

«
[¢¢)

12
20

10
120
12
3000

1. Via USB port via a wired
cable

1. Via USB port
via a wired cable;
2. Via Bluetooth

protocol

Power supply:

Analyzer power supply
Number of batteries, pcs.
Operating voltage, V
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AA type battery
2
3



SENTECH

Sentech Korea Corp, Head office: 2t-6,Jimok-ro 75beon-gil,Paju-si.Gyeonggi-do, 10880 Korea
GermanofficerAmKronberger Hang 2 Schwalbach Am Taunus, 65824 Germany
USA officerSENTECH USA INC, 19700 S.Vermont Ave.STE 200Torrance,CA 90502 US

Printer power supply
Number ofbatteries, pcs.
Operating voltage, V

Tel.+82 31 8071 4400
Tel:+496196 761 0600 www.sentechkorea.com
Tel:+1 310 526 8231 www.sentech-usa.com

AA type battery
4
6

Operating conditions:

Operating temperature range

Relative humidity

Atmospheric pressure

Transportation and storage conditions:
Ambient temperature

Relative humidity
Atmospheric pressure

Special requirements for transportation
storage conditions

4. Software

From+10“C to +40*'C

From 10% to 90%
From 84,0 kPa to 106,7 kPa

From -10®C to + 50“C
From 10% to 90% (without condensation)
60kPa-140kPa

and Keep the , appliance\ alcohol-
containing™lfefracfe-. "' *

The analyzer has built-in software (software) designed to process measurement information. The
firmware provides the following basic functions:

- processing of measurement information;
- diagnostics of the analyzer hardware;
- setting up the analyzer;

- display of measurement results on the display.
The influence of the embedded software on the metrological characteristics of the analyzers is
considered when they are normalized. The level of software protection is "average" in accordance

with? 50.2.077— 2014.

The identification data of the software is shown in Table 3.

Table 3 Software identification data

Identification data (signs)

Software identification name

Version number (identification number)
software, not lower

Digital ID ofthe software
Algorithm for obtaining a digital identifier

Meaning

Dingo E-200 Dingo E-200 (B)
ALP-I_v7.06 ALP-I_v7.05
Version 7.06 Version 7.05
BAD1B438 927BF844
CRC32 CRC32

Note - The values ofthe digital identifiers of the software specified in the table refer only to

the firmware file ofthe specified version.
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Sentech Korea Corp. Head office: 21-6, Jimok-ro75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
German office:Am Kronberger Hang 2 Schwalbach Am Taunus, 65824 Germany Tel:+49 6196 761 0600 www.sentechkorea.com
USA office; SENTECH USA INC, 19700 S.Vermont Ave, STE 200 Torrance, CA 90502 US Tel: +1 310 526 8231 www.sentech-usa.com

5. Completeness of the measuring instrument

The scope of delivery of the analyzer is shown in Table 4.

Table 4 Scope of delivery of the analyzer

Ne Name Quantity

1 Breathalyzer Dingo E-200/ Dingo E-200(B) 1pe.

2 AA type battery 2 pc.

3 Disposable mouthpiece 5 pc.

4 Arm strap 1pc.

5 Passport 1pc.

6  User Manual 1 .

Accessories: "

1 Analyzer case 1pc. (if necessary)

2 Funnel mouthpiece 1pc. (ifnecessary)

3 Printer 1pc. (ifnecessary)

4 Case for transportation and storage 1pc. (ifnecessary)

5 A case for transporting and storing the analyzer with a 1pc. (ifnecessary)
printer

6 Cable for connecting the analyzerto a PC 1pc. (ifnecessary)

7 Cable for connecting the analyzer to the printer 1pc. (ifnecessary)

8 Adapter to the printer from 220V 1pc. (if necessary)

9 AA type battery for the printer 4 pc. (ifnecessary)

10  Paper for the printer 1roll (ifnecessary)

6. Certificate of acceptance
Ethanol Vapor Concentration Analyzer in Exhaled Air Dingo with Accessories,

serial number
release date
complies with technical documentation and is recognized as serviceable.

signature ofthe person responsible for acceptance
7. Initial verification

Verification date
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Sentech Korea Corp. Head office:21-6,Jimok-ro75beon-gil ,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400

German officerAmKronberger Hang 2 Schwalbach Am Taunus,65824 Germany Tel:+496196 761 0600 www.sentechkorea.com
USA office: SENTECH USA INC, 19700 S.Vermont Ave. STE 200 Torrance, CA 90502 US Tel: +1 310 526 8231 www.sentech-usa.com
The Verifier:
Signature Name
Verification mark Verification is completed

Verification is carried out according to the MP document-242-2327-2019 "GSI. Analyzers of
ethanol vapor concentration in exhaled air Dingo E-200, Dingo E-200(B). Verification methodology",
approved by FSUE "VNIIM named after D.l. Mendeleev" on August 22, 2019. The verification
methodology is provided to organizations accredited for verification upon request.

Basic means of verification: working standards of 1 or 2 categories in accNe fip”/*ith

The state verification scheme for measuring the content of componerSj*?"~as and gas

condensate media, approved by Rosstandart Order No. 2664 dated 12/14/2018 - generators of gas
mixtures of ethanol vapors in the air complete with standard samples of the composition of aqueous
ethanol solutions VRE-2 GSO 8789-2006. Limits of permissible relative error + 5%.

It is allowed to use similar means of verification that ensure the determination of metrological
characteristics of the verified Sl with the required accuracy.
The verification mark is applied to the verification certificate and/or to the passport (during the

initial verification before commissioning).

8. Warranty conditions
SIMS-2 LLC, being the official representative of the manufacturer, guarantees that the analyzer you
purchased has no manufacturing defects in terms of materials and components at the time of sale and
undertakes to repair the failed elements free of charge during the entire warranty period, with the
exception of routine maintenance caused by natural wear of the sensor sensor.

The warranty period of operation for a medical device is 12 months.
The warranty period of storage for a medical device is 3 months.
Attention! The warranty does not apply to chemicalpower supplies.

The analyzer is accepted for warranty service only ifthere is a passport (operating manual) indicating
the serial (factory) number, date of sale and with the seal ofthe trading organization.

SIMS-2 LLC reserves the right to refuse free warranty service in the following cases:

1. Documents confirming the date of sale of the analyzer are lost or incorrectly filled in.

2. The analyzer was subjected to unauthorized opening.
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Sentech Korea Corp. Head office: 21-6,Jimok-ro 75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
German office:Am Kronberger Hang 2 Schwalbach Am Taunus, 65824 Germany Tel:+496196 761 0600 www.sentechkorea.com
USA office: SEMTECH USA INC, 19700 S.Vermont Ave.STE 200Torrance,CA 90502 US Tel:+1 310 5268231 www.sentech-usa.com

3. The analyzer was used in violation of the rules of operation.

4. The analyzer has traces of mechanical damage caused by blows, falling, or attempts to open.

5. The analyzer has damage caused by foreign objects, liquids or insects entering the device.

6. The analyzer has damage caused by the use of non-standard components and accessories.

In case of refusal of warranty service, the buyer is issued a certificate of technical expertise
with justification of the reason for the refusal.

During the warranty period, if factory defects are detected, the user can contact the authorized
representative of the manufacturer in the Russian Federation - SIMS-2 LLC at the address: 125430,
Moscow, Mitinskaya str., 16, fl. 10, room 1012B, com. from 15 to 18, phone: (495) 792-31-90 (multi-

channel), email address: info@sims2.ru.

WARRANTY CARD Vi
For repair (replacement) during the warranty period

Ethanol Vapor Concentration Analyzer in Exhaled Air Dingo

(serial number)

Purchased
(date, signature, stamp of the trading organization)

Manufacturer:

Sentech Korea Corp.,

Address: 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea.
Phone: (82 31)80714400

Web-site: www.sentechkorea.com

E-mail address: sentech@paran.co.kr

Place of production:

Sentech Korea Corp.,

Address: 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea
Phone: (82 31)80714400

Web-site: www.sentechkorea.com

E-mail address: sentech@ paran.co.kr
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Sentech Korea Corp. Head office: 21-6, Jimok-ro75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
German office:Am Kronberger Hang 2 Schwaibach Am Taunus,65824 Germany Tel: +49 6196 761 0600
USA office: SENTECH USA INC 19700 S.Vermont Ave. STt 200 Torrance, CA 90502 US Tel: +1 310 526 8231

Limited liability company «<ARIDES»

(ARIDES LLC), Republic of Armenia

Address: 111 Raffi str., Malatia-Sebastia, Yerevan, 0064
Phone:+37411 26 99 50

Web-site: arides.am

E-mail address: info@arides.am
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Sentech Korea Corp.Head office:21-6,Jimok-ro75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
German office: Am Kronberger Hang 2 Schwalbach AmTaunus, 65824 Germany Tel: +49 6196 761 0600 www.sentechkorea.com
USA office: SEI"ECH USA INC, 19700 S.Vermont Ave. STE 200 Torrance, CA 90502 US Tel: +1 310 526 8231 www.sentech-usa.com

9. Maintenance
Maintenance and repair of the analyzer, including warranty repairs, is carried out on the territory of

the Russian Federation by the authorized distributor ofthe manufacturer - SIMS-2 LLC at the address:
125430, Moscow, Mitinskaya Street, 16, fl. 10, room 1012B, com. from 15 to 18.

tel: (495) 792-31-90 (multichannel), e-mail: info@sims2.ru .

Maintenance ofthe analyzer is carried out in order to ensure constant serviceability and readiness for
operation.

Daily maintenance ofthe analyzer includes an external inspection.

Periodic maintenance of the analyzer during the entire period of operation includes:

- correction of the analyzer readings - when checking if necessary, or when the inscription

"Calibration expired" appears on the analyzer display;

- analyzer verification - 1time per year; 171

The analyzer readings are adjusted during verification as necessary or when the inscription
"Calibration expired" appears on the analyzer display. The manufacturer has programmed the
analyzer to issue this message every 365 days.

After the correction of the readings, the analyzer is necessarily subject to verification.

Note - The message on the analyzer display "Calibration expired" is informational. At the time of

measurement, the analyzer must be verified, the date of verification is indicated in the certificate of
verification or the passport of the analyzer (during initial verification before commissioning).
Instructions for correcting readings are provided by the official representative of the manufacturer in
Russia - SIMS-2 LLC, upon a separate request to organizations accredited for verification or service
centers.

It is recommended to note the work on correcting the readings in the analyzer passport (in the
maintenance section).

The analyzers are verified according to the MP document-242-2327-2019 "GSI. Analyzers of ethanol
vapor concentration in exhaled air Dingo E-200, Dingo E-200 (V). Verification method". The interval
between verifications is 1year.

The analyzers are verified by accredited legal entities or individual entrepreneurs.

Persons who are familiar with GOST R 54794-2011, GOST R 50444-2020, Rosstandart Order No.

11
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Sentech Korea Corp. Head office: 21-6, Jimok-ro75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea Tel.+82 31 8071 4400
German office: Am Kronberger Hang 2 Schwalbach Am Taunus, 65824 Germany Tel: +49 6196 761 0600 www.sentechkorea.com
USA office:SENTECH USA INC, 19700S,VermontAve.5Ti200Torrance,CA90502 US Tel;+1 3105268231 www.sentech-usa.com

2664 dated 12/14/2018, the operating manual of verifiable analyzers and reference measuring
instruments, who are qualified at least as an engineer and have passed safety instructions, are allowed
to work with analyzers and carry out verification.

Basic means of verification:

- Working ethanols of the 1st or 2nd category in accordance with the State verification scheme for
measuring the content of components in gas and gas condensate media, approved by Rosstandart
Order No. 2664 dated 12/14/2018 - generators of gas mixtures of ethanol vapors in the air complete
with standard samples of the composition of aqueous ethanol solutions VRE-2 GSO 8789-2006.
Limits of permissible relative error £ 5%.

or

- Working ethanols ofthe 1st category in accordance with the State verification scheme for measuring
the content of components in gas and gas condensate media, approved by Rosstandart Order No. 2664

dated 12/14/2018 - standard samples ofthe composition of ethanol/nitrogen gas mixtures in pressure

cylinders GSO 10338-2013. The limits of the relative error at P = 0.95 * (2-4)%.

It is allowed to use similar means of verification that ensure the determination of the metrological

characteristics of the analyzers being verified with the required accuracy.

The verification mark is applied to the verification certificate or to the passport (during the initial
verification before commissioning).

Attention! The responsibility for the timely verification is borne by the owner of the analyzer.

12
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Sentech Korea Corp. Head office: 21-6, Jimok-ro75beon-gil,Paju-si,Gyeonggi-do, 10880 Korea
German office:Am Kronberger Hang 2 Schwalbach Am Taunus, 65824 Germany
USAoffice:SENTECH USA INC, 19700 S.VermontAve.STE200Torrance,CA90502 US

Table 5 Maintenance accounting

Date Type of maintenance

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Surname, signature of

Service center mark L
the specialist

13
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t1 {"tO 031-943-2275
(A1) 031-943-7110

Registered No. 2023-444
NOTARIAL CERTIFICATE

PARK DASOM-

attorney-in-fact of
YOO DO JOON president of
SENTECH KOREA CO.LTD

appeared before me and admitted
said principal's subscription to

the attached

Analyzer in~!xhaled Air Dingo with
accessories Passport

This is hereby attested on this
23rd day of May 2023 at this office.

Name of the office
Dae Seung Law and Notary Office Inc

Belong to Uijeongbu

District Prosecutor's Office
Address of the office

SamyeongB/D 1F

9, Sicheong-ro, Paju-si Gyeonggi-Do, Korea

Signature of the Notary Public

BAN SUNG CHAN
This office has been authorized by the
Minister of Justice, the Republic of
Korea, to act as Notary Public Since
7, Feb. 2020 Under Law No. 118.

210mm X 297mm
M.A-§-al(17) 70g/m’



ITepesod ¢ xopeiicko20 U QnaaUTicKO20 AIVIKOE HA PYCCKU RIBIK

9, Cuueonr-po, Maxy-ck Feonrru-0, Kopes HOTAPUAJIBHOE YIOCTOBEPEHHE
Caménr B/ 1 rrax (Ten.) 031-943-2275
[Tiprnoxenne $opma Ne 41] {daxc) 031-943-7110

Perucrpanuonusit HoMep 2023 — 444

HOTAPUAJILHOE YIOCTOBEPEHHUE

> Ceynr Jloy aua Hoyrapu Odduc Hux
(Dae Seung Law and Notary Office Inc)

Caméur B/ 1 srak
9, Cuueonr-po, [Taxy-ca [eonrru-go, Kopes

THcHEeHas 11€YaTh:

13 CEVHI JIOY SHA HOYT3PH Od®HC HHK
(DAE SEUNG LAW AND NOTARY OFFICE INC)
VIIOJIJHOMOUEHHBIA HOTAPUYC

210 M X 297 MM
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Cenrex

Cenrex Kopes Kopn. Maneait oguc 21-6, Jixmumoxpo 756eou-run Masy-cu, Feorrw-20, 10880 Kopea Tex: +82 31 8071 4400 Oduic 3

Tepuasmu: AM Kpouenbeprep Xanr 2 IlisansGax AM Taynyc, 65824, I'epmannn, Ten. +49 6196 761 0600 Oduc B CILIA:
SENTEC USA INC, 19700 C. Bepxont Ase. CTE 200 Toppanc, KA 90502 10C

www.sentechkorea.com

www.sentech-usa.com

Hoxyment Ne ST-K-0173
Jata eeinavn: 22 Mag 2023

«IToomeepoicoaio mosHOCMb, NPASUTLHOCMY U
00CMOBEPHOCMb COOEPNCARUA MEKCMOBH

ITpesunent
Cenrex Kopes Kopn.

IItamn

CEHTEX KOPEA KOPIL
Ioonuce

IO JDKYH IO / ITPESUJIEHT
Ho Hxcyn 1O

INevars ¢pupMuL

«12» maa 2023 r.

Anaamsa'rop KORICHTPANHH NapoB 3TAHOJA B BbI/ILIXaCMOM

BO3/IyXe
JAMHro ¢ npuHaAJIe/)KHOCTAMEA

IMacnopr

Peracrpannonnoe yaocrosepenne Ne P3H 2014/1689
3aperucTpuponan B ®egepannnom HupopManEoRaOM donne
no ofecnevennio eqnucTBa m3Mepennii Ne 80132-20
2023
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1. Hasnauenue

AHAMA3ATOP KOHUCHTPAIMH MapOB TAHO/A B BHALIXAEMOM BO3XyXe JIHHIO C NPAHANMEKHOCTAMH
NpeAHA3HAYEH AN OKCOPECCHOrO W3MEPEHHA MaccoBol KONICHTpAlMH NAapoB 3ITaHOMA B
oTobpanHoi mpofe BEEIXaEMOTo BO3YXA.

MpomspopuTens:

«Cenrex Kopes Kopn.», Kopes.

Sentech Korea Corp., 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea.
Tenedon: (82 31) 80714400

Catit: www.sentechkorea.com

Anpec anexTpoHHOH MouTHI: sentech@paran.co.kr

Mecto npomssoacTna:

Sentech Korea Corp., Kopes

Anpec: 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea
Tenedon: (82 31) 80714400

Caitt: www.sentechkorea.com

Anpec anextporro#t nours: sentech@paran.co.kr

OO6mecTBo ¢ OrpaHHYEHHOH OTBETCTRBEHHOCTHIO KAPUIECH
(000 «APHJIEC»), ApMenns

Anpec: 0064 Epepan, Manarus-CeGactua, yn. Papdu, 111
Tenedon: +37411 26 99 50

Caiir: arides.am

Axpec anexTponnoi noarst: info@arides.am

VionnoMoueHHBIH NpeICcTABATEI NPOH3BOARTEAN Ha TeppaTopHE P® (YIIII):
O6mecTBo ¢ orpanHieHHoM otBercTBeRHOCTBIO «CHMC-2» (000 «CUMC-2»),
125430, r. Mocksa, ymiua Mutusckas, a.16, 31. 10, mom. 10126, xom. ¢ 15 no 18
Tenegon: +7(495)792-31-90

Caift; www.sims2.ru

AZpec AeKTpORHOM nourhl: info@sims2.ru

Hcenorrarenbabiit eHnTp:

depepansHoe  [OCYAAPCTBEHHOE  YHATApHOE mpemnpustue  «Bcepoccufickuit  HaydHO-
HCCJIEAOBATENIbCKRI HECTHTYT MeTposniorun umenn JI.U. Meuaeneesa» (PI'YTT «BHHUHMIM um. LU
MeHpeneepay)

Axnpec: 190005, Poccns, Cankr-IlerepOypr, Mockosckuit np., 19.

Tenedon: +7 812 251-7601

Web-caifT: https://www.vniim.ru

E-mail: info@vniim.ru

Artrecrar axkpesuramun OIVII «BHUHUM um. JH. Meraeneesa» no NpOBCACHUIO HCIIBTAHUIA
CPCHCTB H3MEPEHMI B LesX yTeepaacHus Thna Ne RA.RU.311541 or 28.01.2016.
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2. Ycnosus skcnayartauum
AHanM3aTop MOXeT NPUMEHNATbCS KakK B 3aKPbITbIX MOMELLeHMAX, TaK U HA OTKPbITOM BO3[YyXe, eciu

napameTpbl OKpY>Xatolleil cpefibl COOTBETCTBYIOT YCMIOBUSM 3KCMNyaTalMu, yKa3aHHbIM B Tabnuue 1

Tabnuua 1 Ycnosusa akcnayatayuMy aHanmsatopa

TemnepaTypa OKpyXatolLen cpeabl 0T1+10°C pgo + 40°C
OTHOCUTeNbHAasA BAXHOCTb 10% - 90% (6e3 KOHAEHCaL MK Bnaru)
ATMOC(epHOe aaBneHue 84 klMa- 106,7 kMNa

3. MeTponornyeckme n TeEXHNYecKne xapakTepnucTnkn
MeTponornyeckne N TeXHUYeckme XapakTePUCTUKN aHanM3aTtopa KOHLEHTpauuu napos 3TaHona B

BblLibIXaeMOM BO3AyXxe [MHIO NpuBeAeHbl B TabnuLe 2.
Ta6nmua 2 MeTponormyeckme n TeXHUUYeCKne XapakTepucTUKM aHannsatopa

HanmeHoBaHMe napameTpa XapakTepucTmku
AwuHro E-200 OwvHro E-200(B)
Obuwme ceefeHns:
Macca, r, He 6onee 200
FabapuTHble pasmepbl (BxLWXI), Mmm He 6onee  133x65x33
Twun ceHcopa 3NEKTPOXUMUYECKUIA CbEMHbIN

Pexxum npogysaHus 1. I3MepuTenibHbIN PeXXnUM - yepes
0fHOPa30BbIN MYHLITYK

2. CKPVHMHTOBBbIV PEXUM - Yepes MyH/LITYK-
BOPOHKa, 60 6e3 NPUMEHEHNS MYH/LLITYKOB

MeXKannbpoBOYHbIA UHTEpBaAnN lrog
OTobpaxkeHne pe3ynbTaToB 4 - pa3psagHbIA LMhPOBOIA Ancnnei
[nana3oH nokasaHwuid, mr/n OT 0,000 go 2,000

LleHa mnagwero geneHuns paspaga wkanslt, mr/n 0,005

MapameTpbl aHaNn3NpPyemMoli ra3oBoin cmecu
npu nogaye nNpob6bl HAa BXOA aHa1M3aToOpOB
(aBTOMATMYECKMNIA pexxnum 0T60pa Npobbl):

- pacxop aHanuM3nupyemoli rasoBoi cmecu, 9
NIMWH, He MeHee

- 06bem Npo6bl aHaNM3MpPyemMoi rasoBoi 12
CMecH, 1, He MeHee '
Bpemsa no4rotoBku K paboTe nocne 20

BKNOUEHUA, C., He 6onee
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BpeMs M3MepeHus nocne otéopa npoobsl, ., He

6onee

Bpemsi nogroToBKM K paboTe nocne aHanmsa
ra3oBOil CMeCy C MacCoBOM KOHLUEHTpaLuei
ataHona 0,50 mr/n, c., He 6onee

HTepBan BpeMeHy paboTbl aHanM3aTopoB 6es3

KOPPEKTMPOBKMN NOKa3aHWii, MecsLieB, He Gonee

Uucno namepeHnin Ha aHanmsaTopax 6e3
3aMeHbl 6aTapei NUTaHNS, HE MeHee

CBA3b C NpUHTEPOM

M CTOUYHNK NUTAHUNA:

VcToOYHUK NuTaHns aHanusaTopa
KonnuecTBo 3/1leMeHTOB NMUTAHWUA, LUT.
Pabouee Hanps>xeHue, B

N CTOYHUK NUTaHNS NpUHTepa
Konn4yecTBo 3NeMeHTOB NUTaHUS, LWT.
Pabouee Hanps>xxeHune, B

Ycnosua akcnnyataumn:

[vana3oH paboumx Temnepartyp
OTHOCUTENbHAasA BNAXHOCTb

ATMoctepHOe AaBneHune

YCcnoBusa TpaHCNOPTUPOBAHNA N XPAHEHUA:

TemnepaTypa OKpyXXatoLel cpeabl
OTHOCUTENBbHAA BNAXHOCTb
ATMOChepHOoe faBneHne

Ocobble Tpeb6oBaHUSA K YCI0BMAM
TPaHCNOPTUPOBAHUA N XPAHEHUSA

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1. Yepe3 USB-nopT
nocpescTBoM
NpoOBOAHOI0 Kabens

1. Uepes USB-nopT
nocpesCcTBOM
NpPOBOAHOIO Kabens;

2. Mo npotokony
Bluetooth

INeMeHT nNuTaHus Tuna AA

2

3

DNeMeHT nNuTaHusa Tuna AA

4

6

0oT+10°C po +40°C

0T 10% #0 90%

OT 84,0 kMa go 106,7 klMa

0T1-10°C po + 50°C

Ot 10% Ao 90% (6e3 KOHAeHcauun)

60 kITa- 140 klMa

XpaHuTb Npuéop BAann ot
aNKoroNbCoAePXKaLluX XNUAKOCTEN



4, IlporpamMmHoe obecnedenne

AHanu3atop HMMeeT BCTpOeHHoe, mnporpamMHoe obecnmeuenue (I10), npeanasHaueHHoe mns
o6paboTkd H3MepuTenbHOM HHGopmauuH. Bcerpoemnoe IO obecneuuBaeT BBIMONHEHHE
CIIEXYIOIMX OCHOBHBIX (PyHKIIHIA:

- 06paboTKy H3MepHTeNbHONH HHPOpMaLIHH;

- IMarHOCTHKY annaparHoi 4acTH aHalIH3aTopa;

- IpoBeleHHe HaCTPOHKH aHAIA3aTOopa;

- oTOOpaXkeHHA pe3yIbTaToOB H3MEPEHHH Ha JUCILIEe.

BiusHHE BCTPOEHHOTO NPOrpaMMHOrO OOECNEYEHHS Ha METPOJIOTMYECKHE XapaKTEpPHCTHKH
aHANM3aTOPOB YYTEHO NpPH HX HOPMHPOBAHHH. YPOBEHb 3allMTHI NPOrpaMMHOIO oGecneyeHHs
«cpennuii» B coorBeTcTBHH ¢ P 50.2.077—2014.

UnenTrduKanuonHble JaHHbIE IPOrpaMMHOro obecneveHns pHBENCHNI B Tabnuue 3.

Tabnuua 3 UnentndukallHoHHbIE JaHHEIE IPOrPaMMHOr0 06eCreYeHHS

UnenTnduKalMoHHbIE JaHHbIe | 3HaYeHHE

(npu3HaKkK) BapuaHT HcnonHeHHs | BapuaHT HCHONMHEHHS
Muuro E-200 Junro E-200(B)

HUnenTndukaunoHHoe HaumeHoBaHue | ALP-1_v7.06 ALP-1_v7.05

10

Homep Bepcun (uaeHTHdMKaumoHHBIH | Version 7.06 Version 7.05

HoMmep) [10, He HHxe

Lndposoit uaenTnduxarop IO BAD1B438 927BF844

AnroputM  momydyeHus  uudposoro | CRC32 CRC32

HAeHTH(HUKaTOpa

IIpumevanne — 3HaueHus uudposrx upeHTHOukaropoB I1O, ykasaHHeIX B Tabnuue,

OTHOCATCS TOJIBKO K (hairy BcrpoerHoro [10 yka3aHHOHN BEpCHH.
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5, KOMMNMEKTHOCTb CpeacTBa M3MepeHi

KomnnekT noctaeky aHanu3atopa npueefeH B Tabnuue 4.

Tabnuua 4 KomnnekT NOCTaBKW aHanu3atopa

Ne  HaumeHoBaHue KonnyecTso

n/n

1 Ankotectep AuHro E-200/ AuHro E-200(B) 1wr.

2 dnemeHT nuTaHna tuna AA 2 WT.

3 OAHOpa3oBbIi MYHALWTYK 5 wr.

4 PemeLLOK Ha PyKy lwr.

5 Macnopt 1 wr.

6 PYKOBO/CTBO MO 3KCM/lyaTaLum 1wr.

MonHaaNeXHOCTH:

1 Uexon gns aHanusatopa 1 wr. (Nnpn Heob6xoLUMOCTHN)

2 MYHALWTYK-BOPOHKa 1 wr. (Nnpn Heo6X0ANUMOCTH)

3 MpuHTep 1wr. (npn Heobxo[MMOCTK)

4 Kelic 4ns TpaHCNOPTUPOBKMN U XPaHeHUs 1 wr. (Nnpn Heob6xoaMMOCTH)

5 Kelic ansi TpaHCMOPTMPOBKM W XpaHeHWs aHanusatopa ¢ 1 WT. (Mpn HEOBXOAMMOCTH)
MPUHTEPOM

6 Kabenb Ans nogknoueHus aHanusaTopa K MK 1 wrt. (Npy HEO6X0ANMOCTH)

7 Kabenb ans noAKNoYeHNs aHanm3aTopa K NpuHTepy 1wT. (Np1 HEOBX0ANMOCTH)

8 AjpanTep K npuHTepy oT 220B 1wT. (Npn HeOo6XOAMMOCTK)

9 AnemeHT NuTaHma Tuna AA K npuHTepy 4 wt. (Npn HEob6X0AMMOCTH)

10 bymara K npuHTepy 1 pynoH (npu HeobxoAMMOCTH)

6. CBWAETENbLCTBO 0 NpYEMKe
AHann3atop KOHLUEeHTpaLmMmy napos 3TaHO/a B BblAblXaeMOM BO3ayxe [UHIO C NPUHAANEXHOCTAMU,

CepuiiHbI HOMep_
faTa BblnyckKa
COOTBETCTBYET TEXHWYECKOIM AOKYMEHTALUN U NPU3HAH FTOAHbIM K 3KCnayaTalmm.

noannceb nnua, OTBETCTBEHHOTO 3a MNPUEMKY

7. TlepBnyHaa rnoeepka

[aTa nosepku
MMoBepuTens:

noanuck ®.1N.0.

3HaK nosepkn lMoBepKa BbIMOJIHEHA

[MoBepka ocyliecTBAsfeTCA MO [OKYMeHTYy MI1-242-2327-2019 «[I'CIl. AHanusartopsl
KOHLEHTpaLMn napoB aTaHO/Ma B BblbIXaeMOM Bo3ayxe AuHro E-200, AuHro E-200(B). MeTogunka
noBepku», yTeepXxaeHHomy Pryrn «BHUMUM wm. O.N. MeHpeneeBa» 22 asrycra 2019 .
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Meroamxa NOBEPKE NMPEAOCTABNACTCA OPraHU3ALMIM, AKKDEAHTOBAHHEIM HA ITPOBCACHHE MOBEPKH
NO 3anpocy.

OcHoBHBIC CpencTBa NOBEpKH: paGouke 3TanoHsl | mma 2 paspina B COOTBETCTBHH C
TFocyaapcTBeHHOM MOBEPOUHON CXeMOH A CPEACTS M3IMEPEHHH COACPXKAHHA KOMNOHCHTOB B
rasoBbX M Fa30KOHNEHCATHHX CPEAaX, yTBepiAeHHoH nprkasoM Poccramzapra ot 14.12.2018 r.
Ne 2664 — reHepaTOpH ra30BEIX CMeceH NapoB 3TAHONA B BO3AYXE B KOMIUICKTE CO CTARAAPTHRIMH
o6pasiaMe cocTasa BOAHEIX pacTBopos sramona BP3-2 I'CO 8789-2006. Tlpenens: Aomycxaemoit
OTHOCHTENBHOH NorpeimHocT +5 %.

Jonyckaercs npuMeHERERe aHAMOTHYHBIX CPEACTB NOBEPKH, 00eCICUHBAIOIMX ONPEACIICHAS
METPOJIOTHYECKHX XapakTepAcTHK nobepseMix CH ¢ TpeGyeMoil TOYHOCTBIO.

3HAK NMOBEPKM HAHOCHTCH HA CBHAETENHCTBO O MOBEPKE W/HIM B nacnopr (MpH NepBHIHOH

noBepke JI0 BBOAA B 3KCIUTyATAIHIO).

8. Yenosus rapanTun
000 «CHMC-2», sBiusach OQHUMANEHHIM NpPEACTABHTENCM KOMOAHMH-POM3BOIHTENA
rapaHTHpYeT, 9T0 NpHoGpeTeRHnti BaMu ananu3aTop He HMeeT NPOH3ROACTBEHHNX Ae(HEKTOB B
YaCcTH MaTepHANOB H KOMILIEKTYIOMMX Ha MOMEHT MPOJRKH H 00A3YeTcs NPpOH3BeCTH GecnnaTHLIM
PEMOHT BHIIEJMIEX H3 CTPOA 3MEMCHTOR B TEYEHHE BCErO CpoKa JSHCTBHA rapaHTHM, 3a
ACKMIOYCHHEM PErJIaMEHTHOIO TEXHHUECKOT0 00CYKHBAHUA, BHI3BAHHOTO €CTECTBCHHBIM H3HOCOM
CEHCOPHOTO JATYHKA.

TapanTHERBI CPOK IKCILIYATAINHH HA MEARIHACKOE HiAenne — 12 Mecnues.
TCapanTHiinMl ¢POK XPaHEHHS HA MeJHIHHCKOE HIReAHE — 3 Mecana.
Brumanue! I'apanmus ne pacnpocmpansemcs Ha XUMURECKUE UCMOYHUKY RUMARUR,

AHATH3ATOp NPHHHUMACTC K rapaHTHiHOMY OOCHY)XHBAHHIO TONBLKO NPH HATHYAH Dacnopra
(PYXOBOZCTBA IO SKCILTYATAllHK) C YKa3aHHEM CepuifHOro (3aBOACKOro) HOMepa, AATH NPOAKH H
€ NEYATLIO TOPrylomel Oprann3aluy.

000 «CUMC-2» octaBiset 3a coboit mpaBo 0TKa3aTh B GecninaTHOM rapanTHHHOM 0OCTYKHBAHHN
B CAEAYIOMMX CIyJanx:

1. Vrepssn MM HENPAaBHNABHO 3AMONHEHH! JAOKYMCHTEHI, NOATBEPXKAAIOINME HATy NPOMAaXH
aHANH3ATOPA.

2. AHanmW3aTop NOABCPrasicA HECAaHKIHOHHPOBAHHOMY BCKPBITHIO.

3. AHaMA3ATOp HCNONB30BAICA C HAPYIICHHEM IIPABHII SKCIUTYaTalldH.

4. AHATH3ATOP HMEET CCIbl MEXAHHYECKHX MOBPEXKACHAHN, BRI3BAHELIX YAAPaMH, NafcHAEM, 6O
MONBITKAMH BCKPBITHA.

5. AHQM3aTOP MMECT MOBPEXACHHA, BHIBAHHLIC MONAJARHEM BHYTPh NpUbopa MOCTOPOHHHX
NPEAMETOB, KUAKOCTEH ANH HACEKOMBIX.

6. AHATM3aTOP HMEST MOBPEXKUCHHA, BEI3BAHHEIC IPHMCHCHHEM HECTARHZAPTHHIX KOMIICKTYIOMHX
H 8KCECCyapoB.

B cmyuae orkasa oT rapanTHHHOrO OOCHY)KMBAHHA DOKYMATENIO0 BBHIZAETCS aKT TEXHHIECKOH

3KCIEPTH3E! ¢ 00OCHOBAHACM NPHIHHB] OTKa3a.
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B nepuoa rapaHTHHHOTO CpOKa npx OGHAPYXCHHH 3ABOACKAX AS(PEKTOB MOIL3OBATEND
MOXeT oOpaTHTECA K YNONHOMO4WEHHOMY NpeICTaBHTemoO mponssoautens B Poccafickol
®enepaman - 000 «CHMC-2» no aapecy: 125430, r. Mocksa, yi1. MaTuuckad, A. 16, 3T. 10, oM.
10125, xoM. ¢ 15 mo 18, tenedon: (495) 792-31-90 (MHOTOKaHANLHEIA), aapec NEKTPOHHOH
noutsl; info@sims2.ru.

TAPAHTUMHBIN TAJIOH
Ha pemonT (3aMeHY) B TCYCHHE rapaHTHHHOIO CPOKa

AHaH3aTOp KOHIIEHTPALHH IIapoB 3TAHO/A B BRUIHIXAEMOM Bo3nyxe Jfanro

(cepuitnuiii Homep)

MpuoSperen

(nara, NOANKHCSH, WTAMN TOPryioUtelt opranwsauny)

TIpousBoamTENS:

«Cenrex Kopes Kopn.», Kopes.

Sentech Korea Corp., 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea.
Tenedon: (82 31) 80714400

Caiit; www.sentechkorea.com

Anpec snexTpoHHo#t mouTs: sentech@paran.co.kr

Mecto npou3BOACTBA:

Sentech Korea Corp., Kopest

Anpec: 21-6, Jimok-ro, 75 beon-gil, Paju-si, Gyeonggi-do, Korea
Tenedon: (82 31) 80714400

Catit: www.sentechkorea.com

Anpec snexTpoHHOM MogTH: sentech@paran.co.kr

O6mecTBo ¢ orpaHuyeHHOM oTBeTCTBEHHOCTHIO K APHIIEC»
(000 «APHIEC»), ApmerHus

Anpec: 0064 Epesan, Manatua-CeGacrus, yn. Paddn, 111
Tenedon: +37411 26 99 50

Cafit: arides.am

Anpec anekTpoHHO# nourst: info@arides.am
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9. Texuuueckoe obcxyxupanne
TexHHYecKOE OOGCHYXHBAHAE M PEMOHT aHANTH3ATOPA, BKMOYad TApAHTHAHBIA PEMOHT,

NPON3BOJMTCA Ha TeppHTopum Poccuiickolt Pepepalid yNONHOMOYCHHBIM IXHCTPHOBIOTOPOM
nponzsoauTens - 000 «CHMC-2» no ampecy: 125430, r. Mockea, ymana Murrrckas, .16, or.
10, nom. 10126, xoM. ¢ 15 mo 18.

Ten: (495) 792-31-90 (MHorokaranbHEI), e-mail: info@sims2.ru.

Texaudeckoe OOCHyKHBAHHE AHANH3ATOpPa NPOM3BOJMTCA ¢ NENblo ofecnedeHHs MOCTOAHHOH
HCOPABHOCTH B N'OTOBHOCTH K SKCILTYATALKH.

ExeHeBHOE TeXHUYECKOe 00CTyRHBAHHEE AHAMM3ATOPA BKIIOYACT B 604 BHEIHHAN OCMOTD.
Mepuonuueckoe TexHHYeckoe OOCTyXmBaHHE aHAIHM3ATOPA B TEUCHHC BCEI0 TNEPHOIA
SKCILTyaTAIIHH BKIIIOYAET B cebs:

— KOPPEKTHDOBKY MOKa3aHWi aHANH3aTOpa — MpA MoBepke No Heobxommmoctd, nHGe npH
nospienHHd Raamic «KamaOpoBKa HCTEKIa» Ha AUCTIICe aHATIM3ATOPA;

— NoBepKy asaIA3aTOpa — 1 pas B rox;

KOppeKTHpOBKa MOKA3aHKUA aHANM3aTOpa IPOBOAMTCA NPH NMOBEPKE N0 HeoOXomuMOCTH NMHGO MpH
NoABNCHRH Hammuch «KamuGpoka HeTekna» Ha JAHCINee aHammsaropa. IIpowseomurencm
3aIpOrpaMMHEPOBAHO, YTODH AHANA3ATOP BEAABAN IT0 COOOIMENHE Yepes Kaxabie 365 Auci.

ITocne mposeneHENs KOPPEKTHPOBKH MOKa3aHHH aHAIH3ATOP 00A3ATENBHO NOAIEKHT NOBEPKE.
IlpaMevative — Coobmenme na aacwiee anamusaropa «KamuGpoBka HCTEKNA» ABIACTCH
uEGOpMANHORHEIM, Ha MOMEHT BHITONHCHEA H3MEPERNUSA AHANH3ATOP AO/UKEH GHITh MOBEpEH, AaTa
MOBEPKH YKA3aHA B CBHACTEIBCTBE O NMOBEPKE WIH MacmopTe ananmsaropa (HpH nepeu4HOH
NOBepKe N0 BBOAA B IKCILTYATALMIO).

HMHCTpYKIMA No KOPPEKTHPOBKE MOKA3aHWH MPEfOCTABAACTCA OPHUMANLHEIM NPESACTABATENCM
npowssomurens B Poccun - OO0 «CHUMC-2», no OTACNBHOMY 3ampocy OpraMHM3alMaM,
AKKPe/TATOBAHHEIM Ha TIPOBEICHHE NTOBEPKH HAH CCPBHCHBIM NCHTPAM.

PaGoTH N0 KOPPEKTHpOBKE MOKA3aMHIl PEeKOMEHAYETCS OTMEHaTh B Nacropre amamsatopa (B
pasziene TEXHHIECKOTo 00CIyKHBAHHAS).

TToBepka aHANTH3ATOPOB OCYINeCTBIAETCA NO RoKyMenTy MI1-242-2327-2019 «I'CH. Asamm3aTophl
KOHICHTPARHMA NAPOB 3TAHOMA B BEABXacMOM Bozayxe Jiuuro E-200, Juuro E-200 (B). Metoamka
nosepkn», Huteppan Mexuay nosepkamMu — 1 roa.

lMoBepka aHAMA3ATOPOB MNPOBOAMTCH AKKPSAHTOBAHHLIMH  IOPHAMIECKAMH JIMIAMH WX
HHAMBHAYANBHBIMH TPSATIPHANMATEIIMH.

K paboTe ¢ aHANM3ATOPAMH K IPOBEACHHUIO MOBEPKH AOITYCKAIOTCA JnLA, o3HaKoMeHuse ¢ [OCT
P 54794-2011, TOCT P 50444-2020, npuxasoM Poccranmapra or 14.12.2018 Ne 2664,
PYKOBOACTBOM TIO 3KCIUTYATAUMH NOBEPACMBIX AHANM3ATOPOB M STANOHHEIX CPEACTB H3MCPCHHH,
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HMEIOMHE KBAMMOUKALMIO HE HEXE HHXCHEpPA H TNpOMENIIMEe HHCTPYKTK MO TEXHHKS
0c30NacHOCTH.
OCHOBHEIC CpEACTBa NOBEPKH:
— PaBoune sTanonn | mmu 2 paspana B cOOTBETCTBEH ¢ [ocyapcTBenHON MOBEPOUHOl CXeMOH 1A
CPeICTB HM3MEpEHMH coZepXaHMd KOMIIOHGHTOB B ra30BHIX H Ta30KOHACHCATHRIX cpenai,
yTBepKAeHHO% mprKazomM Poccranaapra ot 14.12.2018 r. Ne 2664 — reHepaTopsl rasoBEX cMecel
NIapOB 3TAHONA B BO3XYXE B KOMILIEKTE CO CTAHAAPTHRIMH o6pasuaMi cOCTaBa BONHEIX PACcTBOPOB
araona BP3-2 'CO 8789-2006. ITpenenst aomyckacMol OTHOCHTENbHON NOTrpeiTHOCTH £5 %.
HIH
— PaGoune sTaHons ! paspaza B cooTBercrBHM ¢ 'ocynapcTBeHHON nosepouHod cxeMol Ans
CPEACTE H3MEpeHHH COZCPKAHMS KOMIIOHCHTOB B Tra3soBBIX H Ta30KOHJICHCATHHX cpelax,
yTBEpRACHHON npaKasoM Poccrangapta o 14.12.2018 r. Ne2664 — crannapTHeie 06pasusl cocTasa
ra’oBHX cMecelf sTaHoN/ator B OawioHax nox aasieAmeM ['CO  10338-2013. [paHMi
oTHOCHTENBHOM norpemuaocTd npu P=0,95 = (2-4) %.
Jlomyckaercsi MpWMEHEHHE AHANOTHYHBIX CPEACTB NOBEPKH, obecTIeUMBAIOMMX ONpeneNicHHE
METPOJIOTHYECKHX XapaKTEpHCTHK MOBEPAEMBIX AaHATH3ATOPOB C TpeGyeMOl TOUHOCTEIO.
3HaK NoBEPKH HAHOCHTCA HA CBHIETENILCTBO O MOBSPKE HWUIH B nacnopT (npu NMEpBHIHON mOoBEpKe
RO BBOAA B SKCIUTYATAIHIO).
BuumMarHe! OTBETCTBEHHOCT: 33 CBOCBPEMEHHOE NpPOBENCHHE IOBEPKM HECET COGCTBEHHMK
aHAM3aTOPa.

Yuer TexanaecKoro oGcayXHBaHKHA BeaeTca B Tabmune 5.

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



Tabnuuya3d Y4yeT TEXHUYECKOrO 06CNY>KMBAHNSA

OTMeTKa CepBMCHOTO damunus, nognnuck

Nata Bupa TeXHWYECKOro 06Cny>KMBaHUS
LleHTpa crneymnanucta

9, CuueoHr-po, Maxy-cu FeoHrru-go, Kopes HOTAPUAJIbHOE YAOCTOBEPEHWE
CaméHr b/ 1atax (ten.) 031-943-2275
[MpunoxeHne dopma Ne41] (thakc) 031-943-7110
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Peracrpammonusnt Homep 2023-444

HOTAPHAJIBHOE Y OCTOBEPEHUE
TIAPK JACOM

JIRIo, AeicTBYIOMEE 110 JOBCPSHHOCTH

JO JDKVH 10, Ilpe3uaenra

CEHTEK KOPEA KOJITA

SABAJICK KO MHe B TIOATBEp/II IOMIHCh YKA3aHHOTO -
PYXOBOZHTENL HA NPHIIOKEHHOM

NACTIOPTe KAHANH3IATOP KOHUCHTPALKHA [IAPOB ITAHONA B BLABIXAEMOM Bo3AyXe JIvHIo ¢
TNIPAHAVICIKHOCTAMIY .

Hacrosmum 3acBHACTENLCTBOBAHO 23-r0 Max 2023 r. B 3T0H KOHTOpE.

Haspauue opuca
J> Ceynr Jloy 3ua Hoyrapa Odduc Hax
(Dae¢ Seung Law and Notary Office Inc)

IpuramnexnocTs k: 10 mKeonrOy
OxpyxHas OpoKyparypa

Anpec oduca
Caménr B/ 1 atax

9, Crueonr-po, [Taxy-cu 'conrrn-a0, Kopes

Hoonuce

INoanuck HoTapuyca
BAHI' CYHI' YAH
J1a KoHTOpa GBL1A YnonroModena MunucrepcrsoM IOcTanun Pecny6nukn Kopes, aefictboBath

KaK HOTapHajlbHaA KOHTOpa
¢ 7-ro deppana 2020 r. cornacHo 3akoKy Nel18.

210 mm X 297 MM
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Poccuiickas defepauys.

"opoa Mocksa.

TpuauaTb NepeBoro Mas fAee ThiCAYM ABaALATb TPETHEro roja.

A, Cugopos Kupunn EBreHbesuny, HoTapuyc ropoga MockBsbl, CBUAETENb
nognucu nepesofunka bawmmosa JospaHa.

Mognuce caenada B MOEM NPUCY TCTBUN.

JInyHoCcTb NognucasLLEro AOKYMEHT YyCTaHOB/EHA.

3aperncTpuposaHo BpeecTpe: M 77/519-H/77-2023-
YnnayeHo 3a coBepLUeHremM” rapuanbHoro geibh”us: 400 py6neid 00 koneek

K.E. Cungopos
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