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KANGFU MEDICAL EQUIPMENT FACTORY
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Pan Zhilhai
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INSTRUCTIONS FOR USE
ON MEDICAL PRODUCT
Medical thermometer digital thermometer DTF-60

Manufacturer: Kangfli Medical Equipment Factory

Place of Manufacture: N0.380 Ningkang East Road, 325600 Yueqing, Zhejiang, China

Date of approval:
Iteration: 1.0
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1. Name of medical device
Medical thermometer digital thermometer DTF-60 (hereafter refers to product, device, thermometer)

Medical thermometer digital thermometer DTF-60 includes:
— digital thermometer DTF-60 in the case — 1 pc.,
— battery 1,5V -1 pc., .
— Instruction manual - 1 pc.,
— warranty card - 1 pc.

2. Medical use
Digital thermometer DTF-60 is designed to measure body temperature under the tongue (oral),
in the axillary cavity (axillary) and in the straight intestine (rectal) until results are obtained.

3. Scope of Medical Device
Body temperature measurement in hospital and household environment for oral, rectal or

axillary body temperature measurement.

\. 4. Indications for Use
Body temperature measurement in hospital and household environment for oral, rectal or

axillary body temperature measurement.

5. Contraindications
The device should not be used for self-diagnosis or treatment without specialized medical
consultation

6. Precautions
* Thermometer is only suitable for measuring body temperature!

* Minimum measurement time before the "beep” signal shall be maintained without exception!
* The thermometer contains small parts (battery, etc.) that may be swallowed by children.
Therefore, keep the thermometer away from reach for children.
J * Do not store the device where it will be exposed to another thermometer, direct sunlight, dust,
extreme temperatures or humidity. Do not drop or externally expose the thermometer.
* Do not try to disassemble the device, except for replacing the battery.
* Avoid ambient temperatures above 60 ° C. NEVER boil a thermometer!
» Store the device in a protective case when not in use.

ATTENTION! Rectal temperature can be 1 degree higher than oral temperature, and axillary
temperature can be 1 degree lower than oral temperature. For more details concerning this question
consult your physician. Do not measure the temperature for 30 minutes after eating, running, playing
sports, taking a bath, as the body temperature can be higher. In oral measurement, drinking water prior
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oral measurement as well as to axillary measurement, if the axilla was open before that, needs longer

temperature measurement.
Handling of Power Supplies

* If fluid from the battery enters the skin or eyes, rinse the area in question with plenty of water and
consult your physician.
* Danger of swallowing small parts! Young children can swallow and choke on batteries. Therefore,
batteries must be kept out of the reach of children!
* Pay attention to the polarity symbol: positive (1) and negative (-).
« If the battery leaks, clean the battery compartment with a dry napkin by wearing protective gloves.
* Protect batteries from excessive heat.
* Danger of explosion! Don't throw batteries in the fire.
+ Do not charge or short-circuit batteries.
‘ « If the device is not in use for a long time, remove the batteries from it.
+ Use only one battery type or equivalent.
* Replace all batteries at once.
* Do not use rechargeable batteries!
+ Do not disassemble, open or break batteries

7. Expected and Predictable Side Effects Associated with the Intended Use of a
Medical Device

There aren’t any side effects.

8. Risk Class and Applicable Classification Rules

Class of potential risk of the use of a medical device, in accordance with Appendix 2 "Nomenclature
J Classification of Medical Devices by Class Depending on the Potential Risk of Their Application” by
the Order of the Ministry of Health of the Russian Federation from June 06, 2012 . No. 4n; 2a

9. Information on potential MD consumers and usage guidelines

Potential MD consumers
The devices can be used both in medical centres and at home.

These devices are not intended for use by children or people with limited physical, sensory (for example,
insensitivity to pain) or mental abilities, as well as for people who do not have the necessary experience
or knowledge to operate the device safely, unless they are monitored or instructed by the person
responsible for their safety.

-
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Usage Guidelines

Measurement methods:
Measuring method I"osition Measuring time
Taking an oral temperature (in the - 60 cexynxn

mouth). Position the thermometer in one
of the two pockets under the tongue, to
the left or right of the tongue root. The
measuring sensor must be in good contact
with the tissue. Close your mouth and
‘ breathe evenly through the nose to
prevent the measurement from being
influenced by inhaled/exhaled air. Do not
eat or drink cold or hot products before
measurement.

Taking a rectal temperature (in the o 60 seconds
anus). This is the most reliable measuring

method, and is especially appropriate for
infants and small children. Apply a
water-soluble lubricant to the probe tip.
Gently insert the probe (MAXIMUM
1/2*) into the rectum

J  [Taking an axillary temperaturc (undor the 5 minutes
arm). From a medical viewpoint, this

method will always provide inaccurate
readings, and should not be used

if precise measurements are required

Hpumenanue: PekranpHad Temneparypa o6s14no Ha 0,5 ° C Boine, 9eM OpansHele TOKA3aHHA.
[MoaMenueynsie TeMnepatyps! 066iuHO Ha 0,5 © C Hibke, YeM yCTHbIE NOKAZAHHA
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10.Description of the main functional elements

Battery cover

11. How to take your temperature

1. Press the ON/OFF button. A short beep indicates that the thermometer is turned on.
The display is automatically checked.

2. The display shows the last measurement with the image "M" in the right corner.
3. The display will show "37.0 °C," "Lo" and a flashing image "°C " - the device is ready
for measurement. If the room temperature is above 32.0 °C, the display shows the room
temperature value instead of the "Lo” image.

4. Place the probe in the appropriate position.

5. When the measurement is completed, you will hear a signal (with oral or rectal methods
of measurement). If the beep sounds and the "°C " symbol stops flashing, this means that the
\. temperature measurement speed has slowed down (in 16 seconds the sensor temperature has not

changed by more than 0.1 °C). In the axillary method of measurement, hold for at least 5 minutes
without paying attention to the thermometer signals.

6. Press the ON/OFF button to turn off the instrument. The instrument will tumn off
automatically 8 minutes after the measurement is completed.

12.Replacing the battery

The battery in your digital thermometer needs to be replaced when « » appears in the lower
right corner of the display. Replace the battery with a 1,5V, AG3 alkaline or LR41 silver oxide type or
equivalent.

Follow instructions below to replace the battery:

1. Pull the battery cover away from the unit.

2. Use a non-metal pointed tool to remove the battery and insert the new battery with the
positive (+) side facing up.

3. Carefully slide the battery cover back into place
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13.MD operation/storage and transportation conditions

Humidity
Temperature
Atmospheric

pressure

Operation conditions

15 to 85 %.
+ 5to +40 °C.
70 kPa- 106 kPa

Storage and transportation conditions

Humidity
Temperature
Atmospheric

pressure

14.Technical specifications
Parameter

Measurement range
Accuracy

Low Ten”erature Display
High Temperature Display

Minimum step
displays

Battery
Measurement time

Fever - beeping signal 37.8 °C (100.0
op)

Normal beeping signal

Sound power level

Battery life

Software Security Class

The housing is classified according to
the level of protection against ingress of
water and solid particles

Operating mode

Weight (with the battery), g, not more
than
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10 to 85%.
-20 to +55 °C.
70 kPa- 106 kPa

Value

32,0°Cn42,9 °C

+/-0,1°C 32°Cto42°C
<32,0°C: on the display Lo°C
>43,0°C:on the display KfC

01 °C

LR41 or AG3

Oral method - 60 sec

Rectal method - 60 sec

Axillary method - 5 min

30 short beeping signals in 10 seconds

10 long beeping signals in 10 seconds

45 dBA'75 dBA
2 years or 2500 times

The working part of type BF
P22

Continuous operation mode
Approx. 9,2 g (with the battery)



Value

Jimensions, mm 128x19xIImm
Note: the size is the maximum size of the
thermometer, the error limit in the size does not
exceed 5%.

Overall dimensions ofthe case, no more 141mm X25.7mm X 14.8mm

than
The weight of the case is 80¢g
Measurement unit Degree Celsius (°C)
Automatic shut-off 8 minutes + 2 minutes of non-use
Battery Specifications
Parameter Value
Voltage 15V
Shape button
Diameter 7,83 mm £ 0,05 mm
Hight 3,5 mm+ 0,15 mm
Weight 29+0,05¢g
Chemical reaction alkaline

IS.List and description of MD materials

' Description Material
Plastic case ABS

LCD display Glass

Stainless steel cap Medical Stainless Steel
Holder ABS

Printed circuit board Epoxy board
Integrated circuit Copper laminate
Buzzer Copper and ceramics
Battery Alkaline and manganese
Flexible measuring tip Thermoplastic rubber
Button ABS

Box, label Paper

Case ABS

16. Possibility of integration with other medical devices,
The product is not intended for integration with other MDs.
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17.Marking explanation

Information (signs) on packaging :Explanation

T k
|4|:O RCyX/\E rademar
Medical digital thermometer DTF-60 Name of MD
Kangfu Medical Equipment Factory MD manufacturer

Address: N0.380 Ningkang East Road, 325600 Yueging,

Zhejiang, China

Authorized representative in the Russian Federation: Authorized representative
LLC «RIGLA», Address: 115201, Moscow, Kashirskoe

h., 22-4(1)

Telephone number: +7 (495) 231-16-97

E-mail; info@rigla.ru

- Digital thermometer DTF-60- 1pc., Device components
- battery 15V - 1pc.,
- Instruction manual - 1pc.

i LOT number
(lail
The operation guide must be read
O
Complies with MDD93/42/EEC
cc P

requirements
Measuring instrument

Fragile, handle carefully

E

[F Avoid exposure to sunlight

ft Upper side
Keep dry
Humidity limitation
Temperature limitation
Atmospheric pressure limitation

)K This product should not be disposed
of with other household wastes

Working parts BF
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~formation (signs) on packaging Explanation

i
d
]

Product barcode

Manufacturer data

Manufacturer

Quantity.: pieces

- PCS Net weight: kg
N.W.: Kg Gross weight: kg
G.W.: Kg Size.:
MEAS.: Date of manufacture.:
MFG DATE: Number.:
NO.:

Model.: DTF-60

MODEL: DTF-60

Product: Digital Thermometer Product.: digital thermometer

18. Service life

Warranty period - 2 years from the date of purchase
Shelf life - 15 years from the date of production
Service life - 5 years from the date of production

19. Warranty

Medical digital thermometer is guaranteed for a period of 2 years from the date of purchase.
This warranty does not apply to batteries and damage resulting from mishandling, accidents, ignoring
instructions or independent attempts to open and/or repair the device carried out by third parties. The
guarantee is valid only ifthe correct warranty card is submitted to the service center with the date of sale
and the seal ofthe trading organization and intact sales packaging.

20. Components
Medical digital thermometer is supplied in the following configuration:

Medical digital thermometer DTF-60 includes:

digital thermometer DTF-60 in the case - 1pc.,
battery 1,5V - 1pc.,

Instruction manual - 1 pc.

warranty card - 1pc.

21. Cleaning and Disinfection
Before and after each use, wipe the working part of the thermometer with soft cloth and

isopropyl alcohol diluted with water, or wash it in COLD soapy water. Avoid durable contact of the

device with water, as well as autoclave sterilization.
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22.Maintenance and repair requirements
* Do not open the device! Otherwise, the warranty will be no longer valid.

* Do not repair or adjust the device on your own. In this case, the flawlessness of the work is no
longer guaranteed.

* Repairs may be performed only by the company's technical support service or authorized service
organisations. Before any complaints check the batteries first, and replace them if necessary.

23. Procedure and terms of MD disposal or elimination
General rules of recycling and correct disposal:

—_— Due to environmental protection, it is strictly forbidden to dispose of the device together
with household waste at the end of its service life. Disposal should be carried out through the
appropriate collection points in your country. The device should be disposed of in accordance with
the EU Waste Electrical and Electronic Equipment Directive - WEEE (Waste Electrical and
Electronic Equipment). If you have any questions, contact the local community service responsible
for waste disposal.

Battery recycling:

* Batteries are not classified as household waste. Used batteries should be disposed
of at drop-off stations.
* Fully discharged batteries must be disposed of in specially designed containers, disposal points or

electronics stores. You are required to dispose of batteries in accordance with the current law.
» The following codes are printed on batteries containing harmful substances:

* Pb = battery contains lead,

* Cd = battery contains cadmium,

* Hg = battery contains mercury

24. Electromagnetic Compatibility
* Products are suitable for use in all environments listed in this specification, including

accommodations.
* The use of devices may be limited in the presence of electromagnetic interference. These can
result in incorrect operafion or product failure.

* Avoid interfering with other devices as this may cause malfunction. But, If it is necessary to
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. the product in this way, the operation of these devices must be checked to make sure that they work
properly.
» The use of components other than those specified or provided by the manufacturer of the
product may result in an increase in electromagnetic radiation or a decrease in electromagnetic resistance
of the product. This can cause the product to failure.

* Non-compliance mentioned above can impair the operation of the device.

Manufacturer's Manual and Declaration - Electromagnetic Emission
The models are intended for use in the electromagnetic environment specified below. The
buyer or user of the MD PRODUCT should ensure their use in the specified electromagnetic
environment
Electromagnetic

Emissions tests Compliance Environment - Guidance
RF emissions Group 1 MD Product uses RF energy
CISPR 11 only for its internal function.
Therefore, its RF
RF emissions Class B: emissions are very low and
CISPR 11 are not likely to cause any

interference in nearby
electronic equipment.

Harmonic emissions Non-compliance Model is suitable for use in

IEC 61000-3-2 all establishments, including
domestic

Voltage Non-compliance establishments and those

fluctuations/flicker directly connected to the

emissions public low-voltage power

IEC 61000-3-3 supply network that supplies
buildings used for domestic
purposes.

Guidance and manufacturer’s declaration - electromagnetic immunity

The models are intended for use in the electromagnetic environment specified below. The
buyer or user of the MD PRODUCT should ensure their use in the specified electromagnetic
environment

IMMUNNITY test IEC 60601test level Compliance Electromagnetic
Environment - Guidance

Electrostatic + 6 kV, £ 8KkV, contact + 6 kV, + 8 kV, Floors should be

discharges (ESR) *2KkV, +4KkV, +8KkV, contact +2kV, + 4 made of wood, concrete or

according to IEC = 15KV, air kV,+8kV,+ 15kV, ceramic tile. If floors are

61000-4-2 air covered with synthetic
material, the
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Electrical fast
transient/burst
IEC 61000-4-4

Surge
IEC 61000-4-5

Voltage dips, short
interruptions  and
voltage variations
on power supply
input lines

IEC 61000-4-11

Power frequency
(50/60 Hz) magnetic
field

IEC 61000-4-8

+ 2 kV for power supply Non-compliance
lines
+1 kV - for 1/O lines

+ 1kV line(’s) to line(s)
* 2 kV line(s) to earth

Non-compliance

<5% Ut

(>95 % dip inu )
for 0.5 cycle

<5 % UT

(>95 % dip inut)
for 1cycle

Non-compliance

70%ut

(30 % dip in Ut)

for 25/30 cycles
<5%ut

(>95 % dip in Ut) for 5/6

seconds

3 A/m, 30 A/m 3 A/m, 30 A/m

relative humidity should be
at least 30 %
Main power quality should
be that of a typical
commercial or hospital
environment.

Main power quality’should
be that of a typical
commercial or hospital
environment.

Main power quality should
be that of a typical
commercial or hospital
environment. Ifthe user of
MD  product  requires
continued operation during
power main interruptions,
it is recommended that MD
product should be powered
from an uninterruptible
power supply or a battery

Power frequency magnetic
fields should be at levels
characteristic of a typical
location in a typical
commercial or hospital
environment

NOTE: Ut is the a.c. main voltage prior to application of the test level.

Guidance and manufacturer’s declaration - electromagnetic immunity

The models are intended for use in the electromagnetic environment specified below. The
buyer or user of the MD PRODUCT should ensure their use in the specified electromagnetic

environment
IMMUNNITY
test

IEC 60601test level

Compliance
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jnducted RF
/EC 61000-4-6

Radiated RF
IEC 61000-4-3

3Vrms
150 kHz to 80 MHz

6 Vrms in frequency
range
3VIm, 20 VIm

80 MHz to 2,5 GHz

10 V/m

80 MHz to 2,7 GHz
385 MHz-
5785 MHz
HULL
IMMUNITY
STANDARDS
Wireless RF equipment
(see Table 9 of IEC
606011-2: 2014)

PORT
TEST
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Non-compliance

Non-compliance

3V/m, 20 V/im
80 MHz to 2,5 GHz

10 V/m

80 MHz to 2,7 GHz
385 MHz-
5785 MHz
HULL
IMMUNITY
STANDARDS
Wireless RF equipment
(see Table 9 of IEC
606011-2: 2014)

PORT
TEST

Portable and mobile RF
communications
should be

used no closer to any part

equipment

ofMD product, including
cables, than the
recommended separation
distance calculated from
the equation applicable
to the frequency of the
transmitter.
Recommended

separation distance:

d = [3,5/Vi] xPI 2

d = 1,2xP "2 to 80 MHz
to 800 MHz d= 2,3xP
800 MHz to 2,7 GHgz,
Where P - is the
maximum output power
rating of the transmitter
in watts (W)

according to the
transmitter manufacturer
and d is the
recommended separation
distance in meters (m).
Field strengths from
fixed RF transmitters, as
determined by an
electromagnetic site
survey, (a) should be less
than the compliance level

in each frequency range.



(b) Interference may
occur in the vicinity of
equipment marked with

the following symbol:

NOTE 1

At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2

These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot be predicted theoretically with accuracy. To assess the electromagnetic

environment due to fixed RF transmitters, an electromagnetic site survey should be considered. Ifthe
measured field strength in the location in which BP7S is used exceeds the applicable RF compliance
level above, BP7S should be observed to verify normal operation. If abnormal performance is
observed, additional measures may be necessary, such as re-orienting or relocating BP7S.

b) Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 VV/m.

Recommended separation distances between portable and mobile RF communications
equipment and the thermometers

MD product is intended for use in an electromagnetic environment in which radiated RF disturbances
are controlled. The user of MD product can help prevent electromagnetic interference by maintaining
a minimum distance between portable and mobile RF communications equipment (transmitters) and
MD product as recommended below, according to the maximum output power ofthe communication

equipment.
Rated maximum  Separation distance according to frequency of transmitter, m
output  power of
' transmitter W 150 kHz t0 80 MHz 80 MHz to 800 800 MHz to 2,5 GHz
d-L2xP MHzd= 12F*2 4= 3xp2
0,01 0,12 0,12 0,23
01 0,38 0,38 0,73
12 1,2 2,3
10 38 38 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation
distance d in meters (m) can be determined using the equation applicable to the frequency of the transmitter,
where P is the maximum output power rating of the transmitter in watts (W) according to the transmitter
manufacturer.

NOTE 1

At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

NOTE 2

These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.
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/.List of standards
JOST 31214 «Medical products. Requirements for samples and documentation submitted for

toxicological, sanitary and chemical studies, sterility and pyrogenicity tests";

GOST R 52770 "Medical products. Security requirements. Methods of sanitary-chemical and
toxicological tests™;

GOST R 55227 Water. Methods for determining the formaldehyde content. Determination of the mass
concentration of formaldehyde by high-performance liquid chromatography, item 6 (method B).

GOST 31209 "Containers for blood and its components. Chemical and biological safety requirements
and test methods",

GOST IS0 10993-1 "Medical products. Assessment of the biological effect of medical devices. Part 1
Evaluation and research™;

GOST R ISO 10993-2 "Medical products. Assessment of the biological effect of medical devices. Part
2. Requirements for the treatment of animals";

GOST ISO 10993-10 "Medical products. Assessment of the biological effect of medical devices. Part
10. Studies of irritating and sensitizing effects";

GOST ISO 10993-12 "Medical products. Assessment of the biological effect of medical devices. Part
12. Sample preparation and control samples";

GOST R 57162 Water. Determination of the content of elements by atomic absorption spectrometry
with electrothermal atomization.

MUC 4.1.2111 Measurement of the mass concentration of formaldehyde, acetaldehyde, propionic
aldehyde, oil aldehyde and acetone in blood samples by high-performance liquid chromatography, p.7.5,
8.

MUC 4.1.3166 Gas Chromatographic determination of hexane, heptane, acetaldehyde, acetonena,
methyl acetate, ethyl acetate, methanol, isopropanol, acrylonitrile, n-propanol, n-propyl acetate, butyl
acetate, isobutanol, n-butanol, benzene, toluene, ethylbenzene, m-, o- and p-xylenes, isopropylbenzene,
styrene, alpha-methylstyrene in water and water extracts from materials of various compositions.
GOST R 50444 "Medical devices, apparatuses and equipment. General technical conditions"

GOST R IEC 60601-1 «Medical electrical products. Part 1 General safety requirements taking into
account the main functional characteristics"

GOST R IEC 60601-1-6 "Medical electrical products. Part 1-6. General safety requirements, taking into
account the main functional characteristics. Additional standard. Operational suitability"

GOST R IEC 62366-1 «Medical products. Part 1 Design of medical devices taking into account
operational suitability".

GOST R IEC 62304 "Medical products. Software. Life cycle processes"
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JST R ISO/IEC 9126 "Information technology (IT). Evaluation of software products. Quality
characteristics and guidelines for their application"
GOST 28195-89 "Software quality assessment. General provisions"
GOST R ISO 15223-1 "Medical products. Symbols used for labeling on medical devices, labels and
accompanying documentation. Part 1. General requirements"
GOST R IEC 60601-1-2 "Medical electrical products. Part 1-2. General safety requirements, taking into
account the main ftinctional characteristics. Parallel standard. Electromagnetic compatibility.

Requirements and tests"

26. Names and legal addresses of the manufacturer and authorized representative
of the manufacturer in Russia

Manufacturer:

Kangfu Medical Equipment Factory

Address: N0.380 Ningkang East Road, 325600 Yueqing, Zhejiang, China
Telephone number: 0577-62579618

Authorized representative in the Russian Federation;

Limited Liability Company «RIGLA» (LLC «RIGLA»)
(ITN 7724211288, PSRN 1027700271290)

Address: 115201, Moscow, Kashirskoe h., 22 - 4(1)
Telephone number: +7 (495) 231-16-97

E-mail: info@rigla.ru
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IlepeBon ¢ aHrnMicKOro A3bika Ha PYCCKH FIBIK

Kuraiickuii komurer coselicTBHA PA3BHTHIO MEXXAYHAPOAHOH TOPropiIn
Kumaifickas naaama MexxayHapoanoif roprosin

CEPTH®HUKAT

01735154

N 233303B0/004601

/Meuats: CEPTUOHUKALMA CCPIT * Kuralickmif KOMHTET CORCHCTBHA pa3sBHTHIO MEXIYHAPOXHOH
ToproBW/

HACTOALIMM YJROCTOBEPAETCSH, YTO: newars «3ABOJA IO MPOUIBOACTBY
MEJMLIMHCKOI O OBOPYIOBAHHA KAH®Y» (KANGFU MEDICAL EQUIPMENT FACTORY)
sa npanaracMoM JIOKYMEHTE aanserca noATHHHOM.

Knralicknil xoMuTeT conelicrens
PRIBETHIO MOEAYHAPOLBOH TOProBRan
ToANKHCh YNOTHOMOYEHHOO SIMLIA:
Yoy [Myxyait Moanuck/
Jara: 07 cenrabpsx 2023 r.

Meuars: CEPTHOUKALIUA CCPIT *
Kuralickut KOMMTET conelicTaus

PA3BHTHIO MEKIAYHAPOAHOH TOproem/
/Meyars;: CEPTUOHUKALMA CCPIT/

BeS-cafit 1an nposepxy cepruduxara: hitp://www.rzcepit.com/validate, htm!
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«3ABOJ 110 MPOM3BOACTBY MEAUIIAHCKOTO
OBOPYIOBAHMS KAH®Y» (KANGFU MEDICAL
EQUIPMENT FACTORY)

AJIPEC: Ne 380 HHHKAH MCT POARN, HEKIH, MPOBUHLIUA “DKILB3AH, KUTAH (No.380 NINGKANG
EAST ROAD, YUEQING CITY, ZHEJANG PROVINCE, CHINA)
TEJ].: 86-577-55770263 ®AKC: 86-577-62579618

«YTBEPXKIEHO»
«3apoj IO MPOM3BOACTBY MEAHIHEHCKOTO
obopynosasns Kandy» (Kangfu Medical
Equipment Factory)

I'eHepaNbHBIN ARPEKTOD
(noIKBEOCTD)

ITan Yxmxais

(nonaOE MMA)
Moanuce/

(nommucse)
19 aprycra 2023 r.

(nata)
/Tlegars: «3ABOJI I10 IIPOU3BOACTBY
MEJULIMHCKOIrO ObOPYAOBAHWS
KAH®Y» (KANGFU MEDICAL EQUIPMENT
FACTORY)/
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Tepmomerp MeaumEHCKINA ArexTpornEi DTF-60

ITponssoamrems: Kangfu Medical Equipment Factory/ 3asox mo mNpOH3BOACTBY
MeaunpHCcKoro oGopynosanns Kaudy

Mecro nponssozcTea: No.380 Ningkang East Road, 325600 Yueqing, Zhejiang, China
(Ho. 380 Hunkan Hcr Poan 325600 Hexem, Uxonzsan, Kurait)

Jlara yreepxaenus/Date approve:
Bepcrs noxkymenra/ Document version: 1.0
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1. HanmMeHoBaHHE MEAHINHECKONO HIICJINS

TepmMoMeTp MemuuuHCKHMit 3nekTporHbit DTF-60
Cocras:
Tepmomerp megununckuit 3nexrpounsit DTF-60, cocras:
- TepMmoMeTp MeaunuHcknit anexkTponnuit DTF-60 B pyTnape — 1 wir.,

— Oarapeiixa 1,5 B- 1 wr.,
— HHCTPYKIMA N0 NpHMEHEHHIO — | mT.,
~ TApAHTHHARG TATOH ~ | mT.

2. HazHauenHe MeAHUHHCKONO HiReJIHd

Tepmomerp Memmumuackui anextpostbit DTF-60 - nmpeanassaden ams M3MepeHHs
TEMIICPATYPLI TENA MOl AIKKOM (OPANLHO), B MOAMEIICYHON BIaAMHE (AKCHIUISPHO) H B IPAMON
KHIIKe (PEKTANBHO) A0 NONy9ICHHS Pe3yaLTaTOR.

3. OGaacTh npaMeHeHNS MEARNHACKOTO HIEHL

Hineperue TtemmepatypH Tena B OOmEGONBHAYHRIX JOMANMIHEX YCIOBHAX IS
OPANBHOrO, PEKTANBHOTO HIH NOAMBINCYHOTO HIMEPEHHS TEMITEPATYPHI TENA.

4. Ioxazanng K NPEMeHEeHHI0

Hamepenne TeMmepaTypH Tena B OOmMEOONbHAYHBIX JOMAINIHAX YCAOBHAX JN%
OpalbLHOTO, PEKTANBHOTO MY NOAMAINECYRONC H3MEPCHHA TEMTICPATY PRI TeIAa.

5. IlpoTuBonOKA3aAHHAN

Hanense He ACG/DKHO MCNONB3OBATLCA IS CAMOIHMArHOCTAKH HIHM JcucHua O¢3
KOHCYJITAIIHH C JICHAIINM BPAUOM.

6. IlpeaynpexneHns

o TepMoMeTp NOAXOAMT HCKMIOTHTENHHO JUIA H3MCPCHHS TEMIIEpAaTypa Tena!

o TepMOMETp CONCPMHT MEJIKHE AeTanK (aKKyMyIITop ¥ T. J1.), KoTophie MOryT 6uiTs
NPOrjIOYCHHRIE ICTHMH.

o MUHAMAILHOE BpeMs HIMEPCHHR A0 NMOAAYM CHTHANA "3BYKOBOW CHIHAX" JOJDKHO
HNOAAEPAXMBATECA Ge3 Kakux-n1nbo uckmodeHni!

e He xpanure ycTpoiHcTso TaM, rae oHo Oyser moaBepraTscs BO3ACHCTBHIO APYroro
TepPMOMETPA, MPAMBIX CONHEYHBIX Jyyel, NLUH, IKCTPEMAIBHBIX TCMIICPATYD HIIH RIAKHOCTH.
He ponstite u He nmogsepraiiTe TCPMOMETP BHELTHEMY BO3JEHCTBHIO.

» He aurradirecs pazoGparts yCTpoiicTBO, 32 HCKMOYCHHEM 3aMeHE Garapes.

o MHs3beraiite TemMneparypH oxkpyxatomeii cpean summne 60 °C. HHKOI'IA He kunaTuTe
TepMOMeTp!

e XpaHuTe YCTpORCTRO B 3aIMHUTHOM $yTNpe, KOTAa OHO HE HCIONB3YETCA.

BHHMAHHE! PextanhHas TeMIepaTypa MOXeET OHITh Ha 1 rpaxyc BhIIC OpATLHOM, a
noAMBINEdHas Ha 1 rpaxyc Huxe opanbHoi. Bee BOIPOCH MO 3TOMY NOBOAY CIACAYCT 3aAaTh
spavyy. He naMepsitte Temneparypy B TedeHHM 30 MMHYT nocine eapl, Gera, 3aHATHA CHOPTOM,
NPHHATHA BAHHEL, TAX KAK TEMICPATYpPA Tejla B 3TOM clydae MOxXeT GuTh mopenmenHoR. ITpu
OpaNbHOM H3IMEPEHHH, €CJIX JI0 3TOTO IHTH BOAY, & TAKKE MPH NOAMBINICYHOM H3MCPCHHH, €C/TH
J0 3TOro MOAMLIMEYHAd BNAAMHA Onna OTKPHTA, ANS HIMEPEHHA TEeMIEparyphl norpebyerca
6onbiie BpeMeHH.

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




OGpamenne ¢ 3 IeMEHTAME DHTAHNE

 [Ipu nonajaHMM XBIKOCTH H3 AKKYMYNSTOpa Ha8 KOXY WM B raaza HeoGxomamo
APOMBITH COOTBETCTBYIOITAH Y4acTOK GONBIMMM KOMMYCCTBON BOARI H 0OpaTHTLCR K Bpady.

* OmacHOCTh MpOrnaTHIBAHHA MENIKHMX vacTel! MancHhkMe ACTH MOTYT NPOTrAOTHTH
Garapeliky u moaaBuTECA HMH. [ToaTOMY Garapelika HEOOXOMMMO XPAAWTE B HEAOCTYNIHOM IUIA
aereit mecre!

» O6painaiite BuaManKe Ha 0003HaUCHHE NOJIAPHOCTH: IWNOC (+) B MuHYC (-).

» Ecmu Garapeiika norexna, OMHCTHTE oTaencHue g Garapeek cyxoit canderkoif, Haaes
3AIIMTHHIE NIEPIATKH.

* 3amumatite GaTapeifky OT Ipe3IMEPHONO BO3ACHCTBHA Temwa.

* OnacHocTs R3phipa! He Gpocalite Gatapeiiku B OroHs.

* He 3apsixaitte Garaper i He AONYCKa#Te KOPOTKOro 3AMLIKAHHA.

* Ecrma mpu6op mMTenbEOE BpeMA He HCOOMb3YeTCd, HIBICKHTE H3 Hero Garapeiikn.

* Ucnonbayiire OGaTapeiiky TONLEKO OHONO THIA WIH PABHOLICHHEIX THITOB.

» HcnonmsayiiTe TOMBKO OAMHA THIT GaTaper WM SKBHBAICHT.

* 3ameHHTe BCe OaTapen cpasy.

» He ucnoms3yiiTe nepesapixaeMele aKKyMyNSTOPEIL!

» He pa3Gupaiite, He oTKpEIBaliTe H He pa3bHpaiite 6aTapeiikn

7. Oxunsempie H mnpeackasyemble mnoboannie >PpPexThl, CBHIRHHLIE <
npHEMeHeRReM MEARIHHCKONO H3AeAHd N0 HAZHACHHIO

Her.

8. Knacc pucka B npaMeHHEMBIe KAacCHPUKAMOHHDLIC IPABHAA

Knacc moTeHIHEANEHOI0 PHCKA MPAMCHEHAA METHUHHCKOTO H3E/IHS, B COOTBCTCTBHH C
[MpanoxenueM 2 «HoMmeHENATYpHas K1acCHpHKANAS MENHNMHCKHX H3JCTHN 0O KiaccaM B
3aBHCHMOCTH OT MOTCHIMATLHOTO pHcKa ux npaMenerus» IIpakasa M3 P® or 06 mons 2012 r
Ne 4n: 2a

9. HadopManus © NOTeHHHANLHBLIX nNOoTpefETensx MM u yxasanus no
HCTIOJIL30BAHKHIO

MNorexumansibie noTpeburem MU

Hsnemaa MOTyT HCIONB30BATHLCA KAK B JICYCOHBIX YIPCKACHHAX, TAK H B JOMAIIHKX
YCHIOBHAL

Jamanle ycTpolicTBa He OpeaHA3HAYCHH [UIS HCTIONL30BAHHA ACTHMH HIH JHUAMH C
OrPaHHYCHHEIMA (DH3HUYCCKMMH, CEHCOPHBHIMM (HanpuMep, HEYyBCTBHTENLHOCTE K Gomm) Him
YMCTBEHHBIMH CHOCOOHOCTAMH, a TAKXKE /MHIAMH, HC HMEIOUHMH HeOGXONMMOro ONKTA HAH
3HaHAN WA Ge3omnacHOM SKCILTyaTalnM yCTpo#CTBa, €CTH TONBKO OHH HE HaXOAATCA OOX
Rab/oieHHeM WM HE MPOMHCTPYKTHPOBAHEI JHIIOM, OTBETCTBEHHRIM 33 HX 6€30NacHOCT®.
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Yxa3zaHug 10 HCMOMB3OBAHHIO

Metoar HINCpeHHA:

Cnoco6 u3MepeHus IMonoxenne Bpems
OpamEo (BO PTY) 60 cexyHI
YCTaHOBHTE TEPMOMETP BO PTY C
[paBoOi HIH C JIEBOHM CTOPOHEI DOA

m3pIK. M3MepHTEbHEIA JaTIMK JO/DKCH
HaXOAMTHCHA B XOPOINEM KOHTAKTE ©
TKaHAMH. 3aKpOHTe pOT H pABHOMEPHO
JBIIHTE 7epe3 HOC, YTo0n A30exaTs
BO3/lelicTRES BBIXAEMOrO/
BLIILIXAEMOTO BO3AYXA HA Pe3yAbLTATEI
m3Mepenns. Henocpeacreenno nepen
H3MEPCHHEM HE Clie/lyeT NPHHUMATE
XOJIOAHEC HITH NOPAIAE MPOAYKTH
OHTAHAS AIH HAKTKH

PexTanbHo (B aHANGHOM OTBEPCTHH) 60 cexynn
310 Hambouree HACKHEL cnocod
H3MEPECHHA, B OCOOCHHOCTH
PCKOMCHIAYCMEIN 19 MIANICHIIEB H
MancHbkuX aeteit. Harecure
BOJOPaCTBOPEMOE CMA3LIBAIOIICE
BEINECTRO HAa H3MECPHTEILHEIH NATHUK
npubopa. AKKYpaTHO BBEJHTE
(MakcaMyM Ha 1,5 cm)
H3IMEPRTEIbLHLIH AaTIAK NprGopa B
aHaNBHOE OTBEPCTHE

AXCHNIAPHO (B NOAMBIIICYHOR 5 MAHYT
pnaanee) C MeAHITUHCKON TOIKH
3pCHUA, NAHHEIH ¢Nocob, Kak
Mpapuno, He obecneanBacT Hy KHOM
TOYHOCTH DOKA3aHHH, TO3TOMY €ro He
PEKOMEHIYETCH HCTIONB30BATE B TEX

cIyd9aqx, Koraa TpeSylorcs ToUHhIe
Pe3YNETAaTH HIMEPEHHHN.

IMpumenanue: 3HaucHHC TEMIICPATYPhI, H3MEDEHHOEC PEKTAILHBIM CrocoboM, Kak
npaenno, ua 0,5 °C BHINE 3HAYCHHS TEMOCPATYpHl, MONYYEHHOrO MPH OPANLHOM cmocobe
HIMEpeHHs. 3HAYeHHE TEMNEPATYPh B TOAMEINECIHOR BIaHHE O0EMHO Ha 0,5 °C grxe 3HaYCHUS
TEMIIEPATYPhi, NONY9CHHOIO IPH OPAIBLHOM criocobe H3MEpEeHHS.
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10. Onucanne A3MepuTeAbHOIC NpuGopa

Kpoiwixa GarapesHoro
oTcexa

11.HcnoasioBanne:

1. Haxxvure kaonky BKJI/BBIKJI. Koporkuit 38ykoBol CHrHan 03HAYAET BKIOYEHHE
TepMoMeTpa. TIpOR3BOAMTCS aBTOMATHYCCKAA TPOBEPKA JAACILICS.

2. Ha auciuiee 0ToGpasHTCA 3HAYCHHEE TIOCTEAHEr0 H3NepeHns ¢ H3obpaxenneM «M» B
IpaBoM YTy

3. Ha macnnee oroGpasurcs «37,0 °C», «Lo» u METatomee B3obpaxenue «°C» - npubop
roTOB K BRIOJHECHAIO HaMepennd. Eci TeMnepaTypa Bo3ayxa B noMemensn summe 32,0 °C, na
JUCIUIee 0TOGPa3HTCA 3HAYECHAE KOMHATHON TeMIIepaTyphl BMecTo H3obpaxerns «Lo».

4. YCTaHOBHTE TEPMOMETD B MECTe H3IMEPEHHA TCMIICPATYPHL.

5. Tocne 3apepmeHEs M3MepeHHS Bl ycHanImATe CHTHAN (UpH OPANBEHOM HIH
PEKTATBHOM cniocobax u3Mepernn). Ecnu 3By4dT 38yK0BOH CHTHAN, H NEPECTAET MHIATh CHMBOII
«°C», 3TO O3HAYACT, YTO CKOPOCTP M3MCPCHEA TeMNEPATYpH 3aMemnunachk (3a 16 cexysn
TeMIepaTypa JA8T9HKa He u3MeHuiach Gonee wem Ha 0,1 °C). Ilpa akcumnspaoMm crniocobe
A3MEpeHHs CleAyeT BLUICPXATh HC MEHee 5 MHHYT, B¢ ofpainas BHMMaHHMS HA CHIHANE
TEPMOMETPA.

6. Haxxmure xsonky BKJ/BBIKJI ana BexmodesHs nputopa. [Ipubop BEKMOUHTCS
ARTOMATHYECKH Tepe3 8 MHHYT Nnociie 3aBepIieHnS HIMCPCHHA

12.3amena Garapeiixu

Cneayer 3aMenATs GaTapelKy MEKTPOHHOINO TCPMOMETPA HA HOBYIO, €C/IH Ha JACILICS
oToGpanaerca cumpon ' B npaBom HIxHeM yrity. Mcnonssyifte menouryio Garapefixy Tana AG3
Ba 1,5B, cepeGpano-munxoByio Gatapelicy Tana LR41 na 1,5 B A SKBHBaTeHTHL

1. Otkpoiire xpomKy GaTapelfHOro OTCEKA.

2.Hamnexure paspsxennyio Garapeliky u ycraHoBute HOBYIO Garapeliky cropoHoit C
NOJIORATSIBLHBIM 3apAoM BeepX. Hcnonnlyiite HemeTaumyecknit oCTphIl OpeaMeT.

3. AKKypaTHO 3akpoiite XprmKy GaTapeliroro orcexa mpuGopa.
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13.YcnoBus akcnayaTauuu/XpaHeHnss M TPaHCNOPTUPOBAHUSA MeAULMHCKOrO
n3nenns

Ycnosua skcnayatayum

BnaXHOoCTb ot 15 g0 85 %.
TemnepaTypa oT +5 go +40 °C.
ATMOC(epHoe 70 kMa - 106 KlMa

faBneHue

Y CNnoBus XpaHeHMA N TpaHCNOPTUPOBaHUA

BnaXxHocTb ot 10 go 85 %.
TemnepaTypa 0T-20 go +55 °C.
ATmochepHoe 70 kMa - 106 kMa

faBneHune

14. TexHNnYecKue xapaktepuctukn MW

TexHunyeckune XapPaKTEPUCTUKKN TEPMOMETPA

MapameTp 3HayeHne

JwnanasoHbl n3MmepeHus Temnepatypa 32,0 °C ~ 42,9 °C
TOYHOCTb +/-0,1 ot 32°Cpo42 °C

[vcnneit HU3KOM TemnepaTypsl TemnepaTypa <32,0°C: Ha gucnnee Lo°C
Owvcnnein BbICOKOW TemnepaTypbl Temnepatypa >43,0°C: Ha gucnnee Hi°C
MMUHUMaNbHLIWA War oTobpaKeHns 0.1 °C

Batapelika LR41 nnn AG3

Bpemsa n3amepeHus OpanbHo - 60 cek

PekTanbHO - 60 cek
MogMblWweyHaa BnagmHa - 5 MUHYT

JNlnxopagka 3ByKoBoi curHan 37.8 °C 30 KOPOTKMX 3BYKOBbIX CUTHanoB B TedyeHue 10

(100.0 °F) CeKYH[

HopmanbHblli 3BYKOBOI CUTHan 10 ANNHHBIX 3BYKOBbLIX CUTHan0B 3a 10 cekyHf
Y poBeHb 3BYKOBOW MOLLHOCTH 45 nBA~75 nBA

Cpok cny>0bbl 6aTapeiku 2 roga nnm 2500 pa3

Knacc 3awmThl Pa6bouas yactb Tuna BF

Kopnyc knaccutuumposaH no yposHwo P22

3alMTbl OT NONagaHns BOAbI U TBEPAbIX

yacTtuy

Pexxum paboTsl MpOAOMKUTENbHBIN peXUM paboThl

Macca (C ycTaHOBNEeHHbIM anemMeHTOM 9,2 r (BK/ItoYaa 6atapeto) +0,5r

nuTaHus), r He 6onee

Pasmepbl, MM 128x19x11mm
MpumeyaHue: pasMep — 3TO MaKCUMaNbHbIW
pas3mep TepmoMeTpa, MOrpewHoOCTb B pasmepe He
npesbiwaeT 5%.
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MapameTp

3HayeHune

MabapuTHble pasmepbl QyTadapa, He 141Mmm x 25,7MM x 14.8MM

6onee
Macca ¢yTnspa, He 6o/ee

EAVHULI N3MEPEHUS
ABTOMAaTNYECKOE OTK/IOUYEHUE

8,0 rp

Mpagyckl no Lenbcuto (°C)
8 MUHYT £ 2 MUHYTbI HEMCNONb30BaHMNA

TexHUYECKNe XapaKTepUCTUKIN baTapeinku

MapameTp

HanpsxeHue

dopma

Onametp

BobicoTa

Macca, He 60/iee
Xumnyeckas - peakuus

3HauyeHune

15B

Tabnetka

7,83 mm = 0,05 mm
3,5 Mm £0.15 mm
2rp

LienoyHas

15.MNepeyveHb N onucaHue matepuanos M

MepeyeHb U ONUCaHME MaTepuanoB TepMomeTpa

OnwucaHue
MnacTUKoBbIV Kopnyc
XK-gncnnei
KpblllKa W3 HepXXaBewLl el
cTanu
Jepxatenb
lMeuaTHada nnaTta
MHTerpanbHaa cxema
3ymmep
baTtapes
FMoKuii N3MEPUTENbHbIN
HAKOHEYHUK
KHonka
Kopob6ka, aTukeTtka

dyTNap

Martepuan
ABS
CTtekno
MeguunHckas HepxasetoLas
cTanb
ABS
nokcuaHas gocka
MefHbIli naMuHaT
Meab 1 KepaMmuka
LLlenoyHo-mapraHuesas
TepmMONNacTUYHbIN Kayvyk

ABS
oymara

ABS

16.BO3MOXHOCTb W MeToAbl WHTErpaunum ¢ APYrMMu  MeguLUHCKUMU

n3genamm

N3penve He NnpeaHasHaueHo ANns MHTerpauum ¢ gpyrumu M.
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17. PaclwumngpoBka MapKNpoBKU

NHpopmayms (3HaKK) Ha YNaKoBKM

"FQRCTX"E

MK It

* TN\MOMeTpmanuAKkuit )ne«?p 6B 0 TP-6 0- 1wy
e 6"apenxa t.SB- wr-
« UKCMpMKUMSA no M eieM M UM - 1(UT.

*¥e

di
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PacwungpoBka
ToBapHbIl 3HaK

HassaHne MU
Mpoussogutens MU

YNONIHOMOYEHHbIA NpeacTaBUTb
NpPou3BOANTENS.
CocTaB n3genus

Kog napTtun

O6paTuTech K MHCTPYKL MK MO
MPUMEHEHUIO

Cumson CE lNMopaTBep>xfaeT COOTBETCTBUE
OCHOBHbIM Tpeb0oBaHNAM AUPHOLCTUBLI O
MeLNUNHCKNUX n3genmax 93/42/EEC
CpeacTBO U3MepeHui

Xpynko obpauaiiTeCb OCTOPOXHO

He ponyckaiiTe BO34eiCTBUS CONMHEUYHOTO
cBeTa

BepxHss cTopoHa

bepeyb OT Bnaru
OrpaHuyeHune no BAAXKHOCTH
OrpaHnyeHne nNo Temnepartype

OrpaHnyeHne no atMmochepHoOMy
[aBEHNIO
He yTMAn3nMpoBaTh C 06bIYHbIMY OTXOAAMY

Pabouuve yactun BF

LI TpuxKog n3aenmns

Jata n3rotosneHus



MHpopmaymsa (3HaKM) Ha ynakoBKHK Pacwunhposka

Mpoussogutens
mJ

Konuuyectso..  WTYK
R PCS Bec HeTTO.: KT
AN 1o Bec 6pyTTO.: KT
G.W,; Kg
MEAS.: Pasmep.:
MFG DATE: [aTa n3rotoenexHuns ..
NO.: Howmep.:

MODEL: DTF-60 Mogenb.: DTF-60

Product: Digital Tharmometer MpoayKkT.: LW(POBOA TepMOMeTP

18. FapaHTUMNHBLIA CPOK, CPOK CNYX6bl, COOK XpaHeHMUS

FapaHTUIAHbIA CPOK - 2 rofa co AHA NpuobpeTeHns
FapaHTUIHbBIA CPOK XpaHeHus - 15 neT ¢ faTbl NPOU3BOACTBA
Cpok cnyXo6bl - 5 net ¢ gatbl M3roTOB/IEHUSA

19. NapaHTN4

Ha 3neKTpOoHHbIi TepMOMETP NPefoCTaBASeTCA rapaHTs CPOKOM 2 rofa co fHs
npuo6peTeHns. FapaHTUA He pacnpocTpaHseTcs Ha 6aTapeiiky M NOBPEXAeHNs, BO3HUKLLNE B
pe3ynbTaTe HeMpaBW/bHOIO 06palleHNs, HECYACTHbIX CNyYaeB, HECOBNO4EHNS MHCTPYKL MM MO
aKcnayatauum v MoauguKaumii npuéopa, NPoBeAeHHbIX TPETbUMMN NULLAMU. [apaHTns
AEeNCTBYET TONbKO MPU HANMUUYMU FTapaHTUIHOTO TasioHa, 3aN0/IHEHHOTO PaGOTHUKOM TOPrOBO
opraHmsayuu, Npyu HaAW4YUKM neyaTn TOProBoit opraHusauny (v nevaTu/wWTamMmna rapaHTUIRHON
MacTepCKOIi) 1 HEMOBPEXAEHHOW YyNakKoBKMW.

20. KoMnNnekKTHOCTb

TepMOoMeTp MeAUUUHCKUIA 3NeKTPOHHbIK DTF-60 nocTtaBnsieTca B ClAeAyHOLW el
KOMMNeKTauuu:

TepmMoMeTp MeAULMNHCKUI 3N1eKTPOHHbIN DTF-60. B cocTaBe:

- TEPMOMETP MEAULMNHCKNUIA 3NeKTPOHHbIN DTF-60 B yTnape - 1 wT.,
- 6aTapeiika 1.5 B- 1wr.,

- NHCTPYKLMA N0 NPUMEHEHUIO - 1 WT.

- TapaHTUMHbIA TanoH - 1 wT.

21.04yncTKa M ae3snHpekymns

Mepea 1 nocne KaXAoro MCnonb3oBaHWs nNpoTuparite pabouyr 4vacTb TepmoMeTpa C
NMOMOLLbI MAFKOW TKaHW M M30MPONKI0BOro CNMpTa, pa3BeleHHOro BOAO, NN6GO NPOMbIBaiTe B
XONOAHOW mbinbHOIW BoAe. M3beraiiTe AANTENbHOrO KOHTaKTa mpu6opa C BOAOM, a Takxe
cTepunmn3saunm B aBTOKNABE.
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22.Tpebopanug x TexHHYeckoMy oficnykuBanHI0 H peMoaTy MM

* He Bckprmaiite npuGop. Ecnu Bul npeneOpexere NaHHBIMM HHCTPYKOKAMH, FAPaHTHS
OKaXEeTCH HEACHCTBUTENLHOMH.

* He nuralitecs nOWMHATH YCTPOHCTBO CAMOCTOSTENLHO. B TakoM ciydae ME He
CMOXEM FAPAHTHPOBATE 5e3yNPeTHOro GyHKIMORNPOBAHHS H3ICTHA.

* PeMOHT n3/1e/ma MOKET NPOH3BOAHTH TOMbKO CepBHCHBIH LEHTp WM ohHIMANLHEIC
munepul. TeM Be MeRee, Bcera nposepsitte Gatapelixn nim NpE HEOOXOAUMOCTH MCEHSHATE MX
nepeA TeM, kak o0paTHTECA B CEPBHCHEIN ICHTP.

23.Ilopagok H ycJIoBHS YTHIAH3ANKHE KIH YHHYTO:ReHHS MH
Ob6mnae npaBRIA YTRINIAREE:

X

- HHTEPECAX OXPAaHK OKpyXalomell cpelbi KaTerOpHYeCKH 3anpemiacTcs
BeIGpackBaTh NpPHGOP MO 3aBEPINCHHH CPOKAa €ro CAy#GLl BMecTe ¢ OHITOBEIME OTXOZAMH.
YTH/m3auua 20MKHA NPOUIBOAKRTRECA MEPe3 COOTBETCTRYIONME MyHKTH cGopa B Bameilt crpane.
Ipr6op cneayer yrwmsmponarh cornacHo Jupexrnse EC mo orxozaM 3JEKTPHYCCKOTO H
anexTporHOro o6opynosanns — WEEE (Waste Electrical and Electronic Equipment). B cry4ae
BONpocoB obpamaliTech B MECTHYIO KOMMYHANEHYIO CiTyx0y, OTBETCTBEHHYIO 38 YTHIIH3ALMIO
OTXOHOB.

Yraanzanus GaTapeex:

+ BDarapelikn He¢ OTHOCATCA K XATeTOPHM OBITOBHIX OTXOAOB.
Ucnonssopannnie Gatapeliku A0MKHE OHITH yTHIHIRPOBAHE B HMEIOIIMXCA IYHKTAX MPHEMA.
* TlomsocTio paspmkenmBe OGatapefiku HeoOXOAMMO YTAIM3HPOBATE B CHELHANBHO
OpEeAHAHAYCHHBIX UIL 3TOr0 KOHTCHHepax, B NYyHKTAX YTHIHIAINHH HIM B MarasHHax
3MIeKTPOHRKY. Bu 006f3aHK yTHIHM3NpOBaTh Garapeilkn B COOTBETCTBHH C ACHCTBYIOMMM
3aKOHOZATEILCTBOM.
* HuxenpreenenHeie KON HAMCUATAHE HA GaTapeiikax, COACPXKAIAX BPEAHHIC BEINCCTRA:
* Pb = Gatapeiixa conepxuT cBHHeIl,
* Cd = Garapelixa CONCPKHT KaxMuii,
» Hg = Garapeiika conepxur pryTsh
24.J1eKTPOMATHHTHAS COBMECTHMOCTD

. Hanenns MOXOAAT I HCHOJL30BAHHS BO BCEX Cpe/iaX, NMEPEUHCICHHHIX B JAHHOM
TEXHHYSCKOM OIHCAHHY, BKITIOMAR MHJIBIC MTOMCIICHHA.

. Hcnons3opanue yCTPOUCTB MOXET GHITH OrpaHM4eno NpH HAAMYHH 3EKTPOMArHHTHEIX
nomex. OHE MOIYT NpHBECTH K coobmennaM 06 omnbke, 0TKA3Y HINETHS HIH €rO JUCILIES.

. Haleralite WCHOML30BAaRHSA JAHHOIO H3ZC/HAA HEMOCPEACTBEHHO PpHAOM ¢ APYTUMH
HM3IZCMIME B HE KAAUATE €ro MOBepX APYTHX YCTPOHCTB, Tak KaK 3TO MOXKET IPHBECTH K €ro
HenpaBAALHOH pabore. Ecnu, oAmnako, HCOOXOZAMO HCMONBL30BATL H3ACAHE HMCHHO TaKHM
ofpazoM, pafory aaHHOro M JAPYrEX HaAeHHN HeOGXOAUMO NPOKOHTPOJIHPOBATH, YTOGH
yOeRHTECA, UTO OHE paboTaloT MPAaBHIBHO.
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. Hcnonp3oBaHue KOMNOHEHTOB, OTJIHYHBIX OT T€X, KOTOPhIE€ YKa3aHhl HIIH [TPEAOCTaBJIEHB!
NPOU3BOJUTENIEM [aHHOTO H3JeNHs, MOXET NPHBECTH K YBEJIMYEHMIO 3JIEKTPOMarHHTHBIX
H3TYYEHHH WIH CHHXXEHHIO 3JICKTPOMArHMTHOH CTOMKOCTH H3JeNMiA. DTO MOXET NMPHUBECTH K
c6o10 B pabore H3nemms.
. Hecobmonaenue BhilEU3JI0XEHHOr0 MOXET yXyAUIHTh paboTy ycTpoiicTBa

PyKOBOJACTBO M ONHCAHHE OT MPOH3BOJHTES - JIEKTPOMArHHTHOE H3Ty4YEHHE

Monenu NpCaHa3HA4YCHRl U1 HCMOJIb3OBAHHA B 3ne1<1‘pomammoﬁ cpene, yxa:muuoﬁ HHOKEC.
3aka3yMK WJIH M0Jb30BaTeNb Moaeneil N0o/DKeH YGCJ.IHTBCSI, 9TO OHH HCHNOJB3YIOTCA B TakoH

cpexe.
Tecr Ha u3TyyeHHe DnexTpoMarHuTHas cpeja
CoOTBETCTBYET - PYKOBOJCTBO
Paguousmydenue I'pynna 1 Monenu HCNOJNB3YIOT
CISPR 11 paaHo4YaCTOTHYIO
Pagnousmyuenue Knacc B: SHEPrHI0 TOJNBKO s
CISPR11 CBOETO BHYTPEHHEIO
($yHKUHOHHPOBaHHS.
INo3aTomy ero
paaHovYacTOTHbIE
M3Ty9eHHS O9EHb Malbl H
BpAl I BLI3OBYT Kakue-
mbo MOMEXH B
6m3nexaimemM
3JIEKTPOHHOM
000pYyIOBaHHH.
OMHCCHs He npumennmo Mopemmu noaxoaar s
rapMOHHYECKHX HCMONIB30BAaHHA BO BCEX
COCTaBIISIOIUX IEC YCIIOBHSAX, Kpome
61000-3-2 6BITOBBIX, H
Kone6anus Hanpsxenus | He npuMeHnMo HENOCPEACTBEHHO
/MepLaIOLIHE H3TyYEeHHS MOAKIIOYEHHBIX K CETH
IEC 61000-3-3 obmero mnoyb30BaHUA C
HH3KAM yPOBHEM
HaNpAKEHHS, KOTOpas
MUTaeT 31aHHA,
HCIIO/Ib3y€eMBIE s
OBITOBBIX LiEJIEH.

P)’KOBOIICTBO M ONMHCAHHE - DJICKTPOMAarHHTHass HCBOCIIpHHMYHBOCTD

Mogenu npeaHa3Ha4Y€Hbl U HCNIOIB30OBAHHS B 3EKTPOMarHUTHOH Cpelie, YKa3aHHOH HMKe.
3aKa3uHK HJIH [0JL30BaTellb Mozieneil JomkeH yOeauThesa, 9TO OHH HCIOJb3YIOTCH B TaKoH

cpene.
TecT Ha MDK 60601 CooTBeTCcTBYET OneKTpoMarHHTHas cpeja -
NOMEXOYCTOMYHBOC | HCNLITATEIbHBI Tpe6oBaHHAM PYKOBOACTBO
Th # ypoBeHb NOMEXOYCTOHYHBOCTH
DnexTpocTtaTHyeck |+ 6 kB, + 8 kB, [ + 6 kB, + 8 kB IMonel pomkHBI OBITH M3
uii paspaa (OCP) | koHTaKT + 2 kB, | KOHTAKTHBIA Jepena, 6eroHa HITH
1IEC 61000-4-2 +4kB,+8kB,|[+2kB,+4kB,+8 KepaMH4eCcKOH TUTHTKH.
+ 15 kB, | kB, £+ 15kB, Bo3ayx | Ecid  moael  NOKpHTHI
BO3XyIIHBIH CHHTETHYECKHM
MaTepHalIoM,

OTHOCUTENILHAA BJIAXKHOCTDH
JHoipkHa OkITh He MeHee 30%.
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BeicTphiit + 2 kB s | He npumennmo KauectBo IEKTPOCETH
INEeKTpHYIEeCKHH JIHHMH JOJDKHO  COOTBETCTBOBATh
NepeXOoIHbIH 3NEeKTPONHTaHH CTaHIapTHOMY ans
npouecc / HMIYJLC | 5 KOMMEPYECKHX HIH
M?3K 61000-4-4 = 1 kB s 6OJILHAYHBIX TOMEIEHHH .

Jlunnn BBOOA /

BHIBOJA
Bcrmieck Jlunna £ 1 kB | He npumeHuMoO KauectBoO 3NIEKTPOCETH
HanpsKeHUS Ha JIHHHIO JOJDKHO  COOTBETCTBOBATh
M?3K 61000-4-5 JIunua + 2 kB CTaHJapTHOMY ans

Ha 3eMJTIIO KOMMEpYECKHX HIH

6OJIEHHYHBIX TOMEMEHHH.

[Tposanm <5% He npuMenumo KauecTtBo 3JIEKTPOCETH
HanpsnKeHu, HanpsXeHHS JOIDKHO  COOTBETCTBOBATh
KpaTKOBpeMEHHBIE | (> 95% nanenus CTaHJApTHOMY s
nepebon U | B HAalps>KEHHH.) KOMMEpPYECKHX 1)1
KonebaHus 3a 0,5 unkna OOJILHHYHBIX TIOMELICHHAH.
HalpsHKCHHSA Ha | <5% Ecm [I0Tb30BATENb
BXOJHBIX  JIMHMAX | HaNpsDKEHHSA Moaenei Tpebyer
[IHTaHUSA (> 95% nagenus NpOAOJDKEeHHA paboThl NpH
M3K 61000-4-11. | B Hanps>KeHHH) nepebosix B 3EKTPOCETH,

3a | nukn peKoMeRayercs, 9To6H

70% MOJeH NHTAIHCH oT

HalpsHKEeHUS HcTOouHMKa Gecnepeboiinoro

(ITanenne  Ha NHTaAHHAA WM Oarapen

30% B

HANpSHKCHHH) 3a

25/30 uuknoB
<5%

HanpsDKEHHS
(> 95% naneHns
B HaNPSIKECHHH)
3a 5/6 CeKyHa
Yacrora MomHOcTH | 3A/M,30A/M |3 A/M30A/M MaruuTHoe noJe ¢ 4acToToi
(50/60 ') NUTalome CETH OOJDKHO
MarHATHOTO  Mojs ObITH Ha YPOBHE,
MDO3K 61000-4-8 XapaKTEpHOM A
CTaHJApPTHOIO
MECTOIIOJIOKEHHUSA B
THIHYHOH  KOMMepYecKoH

W 60JILHHIHOH cpene.

ITPUMEYAHHE. nanpsxeHue B JIEKTPOCETH A0 HCIIBITATEILHOIO YPOBHS.

PyKOBOHCTBO H OINNHCAHHE - JJIEKTPOMAaroHHTHass HCBOCIPHHMYHBOCTD

Mozenu npenHasHayeHBl JUIA HCMOMBL30BAHHSA B SJIEKTPOMArHHTHOH Cpefle, yKa3aHHON HMKe.
3aka3uMK WJIH NOJBL30BaTEb MoAENel J0DKeH YOeHThCA, YTO OHH HCIIONB3YIOTCS B HY)KHOH

cpene.
Tect Ha | MOK 60601 | CooTBercTBYET DnekTpOMarHiTHa
MIOMEXOYCTONYHB | HCHIBITATENbHbIH YPOBEHD | TpeGOBaHHAM | cpena -
OCTh [IOMEX0YCTORYHBOCTH PYKOBOJCTBO
ITpoBenenHoe 3 Vrms He npaMennmo [lopratuBHOE H
paguonamydeHde | Ot 150 xI'u ao 80 MI'u MobOmIBHOE

M3K 61000-4-6 obopynosaHue
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HU3nyyaeMeie
PaHOYaCTOThHI
MD3K 61000-4-3

6 Vrms B IHana3soHax
4acToT

He npumMenumo

3 B/Mm, 20 B/m
Or80MI'mno 2,51

10 B/m
Or 80 MI'u 10 2,7 I'Tu

3 B/M, 20 B/M
Or 80 MI'u 10 2,5 I'Tx

10 B/m
Or80MIuno2,71T

385 MI'u-
5785 MI'n Hopmartusm

HCIBITAaHUSA ans
HEBOCITPUMUMUYHBO
CTH [IOPTA
KOPITYCA
PagnouacroTrHoe
obopynoBanne
6ecnipoBoaHOM CBSA3H

(cm. Tabnumy 9 MO3K
606011-2: 2014)

385 MI'm - 5785 MIu
HopmaTuBhl HCIBITAHHSA
ans

ITOPT KOPITYCA
HEBOCITPUUMYHBO
CTb x panno49acTOTHOMY
o6opynoBaHHIO
PaTHOCBA3H (cMm.
Tabmuyy 9 MIK 60601-
1-2: 2014)

PaIHOCBA3H
cnexyer
HCIOJB30BaTh HE
Omxe K KakuM-
mbo JeTalsM,
BKIoyas kabemnu,
yeM Ha
PEKOMEHIYEMOM
pa3aeasioeM
PacCTOSHHH,
pacCYHTaHHOM IO
YPpaBHEHHIO,
NPUMEHHMOMY K
qacToTe
nepeaaTYHKa.
PexoMenayemoe
paszensolnee
paccTosiHHE

;i= [3,5/Vi] xP1'

d=1,2xP '? o1 80
MI' no 800 MI'u
d=2.3xP "2 or 800
MI'n ao 2,7 [Tu.
rae P -
MaKCHMaJIbHas
BBIXOJIHaA
MOLOHOCTH
nepepardynka B
Bartax (B1) B
COOTBETCTBHH C
IPOH3BOAUTENIEM
nepenaTyMka 1 d -
PEeKOMEHayeMOoe
pa3aensiomiee
paccTosiHHe B
MeTpax (M).
HanpsxeHHOCTD
nosus oT
(puKCHPOBaHHBIX
paZiMOH3Ty4aeMBl
X TNepenaTdHKoB,
KaK OIpe/esiEHO B
pe3yibTare
3JIEKTPOMarHHTHO
" CBbEMKH,
in0/DKHA OhLITh
MEHbIIE YPOBHA
COOTBETCTBHSA
TpeboBaHHAM
MOMEXOYCTONYHB
octH. 5
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ITomexu  moryrt
BO3HHKaTh BOIH3H
obopynoBaHHs,
00603HaYeHHOro
CJIEAYIOLIHM
CHMBOJIOM:

(R

I[IPUMEYAHHME 1. Ha 80 MI'u 1 800 MI'u. npumeHsercs Gonee BHICOKMA YaCTOTHEIH
JHana3oH.

IIPUMEYAHHUE 2. 31H pekOMEHOaUHH MOryT IPHMEHATHCA HE BO BCEX CHTYalHAX.
ONeKTPOMarHHTHOE PacNpOCTPAaHEHHE 3aBHCHT OT MOTJIOIIEHHS H OTPAXEHHUA OT CTPYKTYP,
00BEKTOB M JOzEH.

? HanpsxeHHOCTb NoJs OT GHUKCHPOBAHHBIX NMEPEAaTYHKOB, TAKHX Kak 6a3oBble CTaHLMH LIS
panuo (COTOBbIX/6eCnpOBOJAHBIX) TelePOHOB H HA3EMHBIX MOOHNBHBIX PaAHOCTaHIMIA,
mo6HUTETBECKOrO panKo, paauoBeinanuss AM u FM u TeneBU3HOHHOrO BelaHus, He MOXET ObITh
TEOPETHYECKH MPEeACKa3aHO C MOJHOH TOYHOCTHIO. I OLEHKH 3EKTPOMarHHTHOH cpelsl,
CBA3aHHOM C PaJIO4YaCTOTHBIMH NepeJaTYHKaMH, HeOOXOIHUMO MPOBECTH 3JIEKTPOMArHHTHOE
uccinenoanue. Eciin n3MepeHHas HaNpsHKEHHOCTD NMONA B MECTE, IIe HCMOJB3YIOTCA MOJIEIH,
NpPEeBLIIAET MPHMEHHMBIA YPOBEHb COOTBETCTBHA TpeOOBaHMAM IOMEXOYCTOHYHBOCTH,
MOJEMH JAO/DKHBI Nonacts noa HabmopeHHe ans TOro, 4robnl yMOCTOBEPHTBCA B HX
HOpMaNLHOM paboTocnocoGHoM cocTosiHHH. Eciin HabmonaeTcs HeHopManbHas paboTa, MoryT
norpeboBaTbCA JOMONHUTENBHBIE MEpPhl, TAKHE KaK I[IEPCOPHEHTALMS HJIH MepeMElIeHHe
MoJeei.

® B nuanasone yactor or 150 kI'u 10 80 MI'U HanmpsAXKEHHOCTH MOJIA JODKHA GhITh MEHBLIE,
yeM [VI] B/ m.

PexoMeHIyeMoe pasfiensiomee pacCTOSHHE MEXAy MOPTaTHBHEIM H  MOOHIIBHEIM
060py I0BaHHEM PaMOYaCTOTHOH CBA3H H MOJIE/IIMH TEPMOMETPOB

Mogens TEpMOMETPOB NpeaHa3sHa4eHb! JUIS HCNOJb30BaHHA B JIEKTPOMArHHTHOH cpene, B
KOTOPOI H3Ty4yaeMble palHO4aCTOTHbIE IOMEXH KOHTPONHPYeTC. 3aKa3yHK HIIM ITOJIb30BaTeNb
Mojesiel MOXET TIOMO4Yb NpPEJOTBPATHTb JIEKTPOMArHMTHBIE MOMEXH, MOAACpKUBas
MHMHHMQILHOE PpACCTOSHHE MEXIy MOpPTaTHBHRIM M MOOHABHEIM  00OpyIOBaHHEM
PaaMOYacTOTHOH CBA3H (NepeJaTYHKaMH) H MOJACIAMH, KaK PEKOMEHIYETCA HHXeE, B
COOTBETCTBHH C MAKCHMAJILHOM BHIXOJHOM MOIIHOCTHIO 060pYIOBAHHSA CBS3H.

HomuuanbHas Pasznensiomee pacCTosHHe B 3aBHCHMOCTH OT 9acTOTHI NI€peAaTYHKa,
MaKCHMaNTbHas M
BexoaHaa MoinHocTh | Ot 150 xI'u 1o 80 MI'y Or 80 MI'n no | 800 MI'u no 2,5IT
nepenaryuka Bt d=1.2xP'2 800 MI'm d =|d=2.3xP!'?
1,2xP'/2
0,01 0,12 0,12 0,23
0,1 0,38 0,38 0,73
] 1,2 1,2 23
10 3.8 3.8 7.3
100 12 12 23

Jlns nepenaTyukoB, PaCCUMTAHHBIX HA MAKCHMAJIbHYIO BBIXOAHYIO MOIIHOCTb, HE YKa3aHHYIO Bbllle,
pexoMeHayeMoe pa3aensioulee paccrosHue d B MeTpax (M) MOXET ObITh OLEHEHO C HCMONb30BaHHEM
ypaBHeHMsl, IPHMEHHMOTO K 4YaCTOTe nepeaaTyuka, rae P - MakcHManbLHas BbIXOAHAA MOLWIHOCTB
nepeaaryvka B Barrax (W) no coriacoBaHH1io ¢ MPOH3BOANUTENIEM NEPEAATUHKA.

[TPUMEYAHUE 1. Ha 80 MI'u u 800 MI'u. npuMeHseTca pasjensiollee paccrosHue s Gonee
BbICOKOro 4yactoTHoro auanaszoHa. [IPUMEYAHME 2. Otu pekoMeHAaUHH MOTYT MPUMEHATLCA HE BO
BCEX CHTyaLMAX. DJIEKTPOMAarHMTHOE PaclpOCTPaHEHHE 3aBHCHT OT MOTJIOWICHHUS H OTPaXKEHHA OT
CTPYKTYP, OOBbEKTOB M NI0AEH.
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25.CoorBercrBHe crangapraM Poccuiickoif ®exepanun

I'OCT 31214-2016 «M3penus meauuunckse. TpeGosanua x oSpa3uaM i HOKyMEHTAINH,
NPCACTARISENBIM HA TOKCHKONOTHYECKHE, CAHHTAPHO-XMMHYECKHE HCCNeAOBAHHA, HCIHTAHHA
Ha CTCPHIIBHOCTH H MHPOTeHHOCTHY

I'OCT P 52770-2016 «H3nemma MeaumuHckHe. Tpeboparms OesonacHOCTH. Meroas
CRHHTAPHO-XHMHICCKHX H TOKCHKOJIOTHYECKEX RCILTaHHHY;

FOCT P 55227-2012 Bona. Meroanl onpesencHAs COACPXAHAA (HOPMAIBICTRIA.
Onpepenenne MaccoBod KOHNEGHTpanMH QopManbIeraga METOAOM BHICOKO3pdexTHRHOH
XEHAAKOCTHOU XpoMaTorpaduu, . 6 (MeToa b).

TOCT 31209-2003 «KonTteifHepnl i KpOBH H €€ KOMMNOHEHTOB. TpcGopamma
XuMHIecKkoi H OHonorazeckoit 6e30MacHOCTA H METOIbI HCITBTAHHIHY,

I'OCT 1SO 10993-1-2021 «A3pemas MmeaanuHckue. OneHka GHONOrM4YecKoro AccTens
MeAMUEHCKAX H3genmi. Yacts 1. OncHKa B HCCICAOBAHMAY ;

I'OCT P UCO 10993-2-2009 «H3menas meauumackue. Ouenxa OGHOIOIHUECKOro
ACHCTBHA MCAHUMHCKEX W3acmi. YacTs 2. TpeGoranus K 0OOPAINCHHIO ¢ WHBOTHRIMMK

rOCT ISO 10993-10-2011 «A3aemaa MemunacKEe. Onelxa Guonorwydeckoro Accraus
MenuuMHCcKHX m3genumif. Yacte 10. Mccnepopanus pasapaxaiomero H CCHCHOHAM3ApPYIONIEro
nelfcreum;

FOCT ISO 10993-12-2015 «A3aema memumunckre. OneHka GHOTOrH4eCKOro AeHCTBAS
MequIMECKEX u3aenuii. Yacts 12. [prroTornesne npo6 ¥ KOHTPOIbHEIE OGpasUbD;

T'OCT P 57162-2016 Boga. OnpezeneRue COACPKaHAA MIEMEHTOB METOIOM ATOMHO-
abcopGuuonHoll CIEXTPOMETPHH C 3NEKTPOTEPMAYCCKOM aToMI3aLHeH.

MYK 4.1.2111-06 Hsmepenne MaccoBoM KORIEHTpamuu  <GoOpMaTLICTHAAS,
alleTaNbJeruaa, NMPONHOHOBOTO IHACTHAR, MaC/AIHOIO ANbJCTHAA H AUCTOHA B Mpolax KpoBH
MeToaoM BHCcoKo3hdexTuBHOH MuAKOCTHOH XpomarTorpaduu, n.7.5, 8.

MYK 4.1.3166-14 Tasoxpomarorpapmdeckoe ONpeeficHHe TIeKcaHa, IenTaHa,
aLCTANLICIHAA, alleTOHa-HA, METWIANeTaTra, 3JTHIALETaTa, METAHOMa, H30TMpONaHoNa,
AKPUJIOHWTPHNA, H-TIPONAHONA, H-IpONHIAlCTaTa, GyTHnanerara, n3obyranona, H-Gyranona,
Gensona, Tonyona, yTHAGEH30n8, M-, 0- B N-KCHIONOB, wionponunGensona, cTupona, anbda-
METH/CTHPONA B BOAE H BOAHBIX BLITDKKAX H3 MATEPHAIOB Pa3TATHOIO COCTARA.

TOCT P 50444-2020 «ITpufopsl, annapaThl H oGopyaoBanne MeauumHckae. O6mue
TEXHHIECKHE YCIOBHA»

FOCT P M3K 60601-1-2010 «aaenas MeABIMHCKHE 3nekTpuueckne. Yacts 1. O6mme
TpeGoBanua 6€30NaCHOCTH C Y4€TOM OCHOBHHIX (PYHKIHOHANBHEX XaPAKTePUCTHK»

rOCT P M3K 60601-1-6-2014 «H3anenas MemuoMHCcKne MiekTpudeckne. Hacrs 1-6.
O6mme TpeGoBanns Ge30MACHOCTH C YYETOM OCHOBHBIX (PYHKIMOHANLHEIX XBPAKTEPHCTHK.
JlononmauTenbREIH CTAHAAPT. JKCITYATAHOHHAR NNPHNOTHOCTE?

IrOoCT P M3K 62366-1-2021 «Usnenna meamowrckde. Yacts 1. IIpoekTdpopanue
MEAIMHCKEX H3IENANR ¢ YYETOM SKCILTYATALHOHHON MPArONHOCTHY.

roCT P M3K 62304-2013 «Magemns mexumanckme. [IporpamMmuoc obecneueHme.
IponeccH XU3HEHHOTO HNHKIA»

r'OCT P HUCO/MIK 9126-93 «Undopmanponnas TexHonorus (MT). Onenxa
NpOrpaMMHON NPOAYKIHHA. XapaKTepACTHKHE KaueCTBA H PYKOBOACTEA MO HX NPHMCHCHHION

T'OCT 28195-89 «Onenxa xayecTsa NPOrPpAMMHEIX CpeacTs. O0Imme NoNoKCHHA»
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FOCT P UCO 15223-1-2020 «HA3znenna meauimHckie. CAMBONE, NPHMEHIEMEIE MPH
MapKHpOBAHHE HAa MEAMIWHCKHX H3ACIHAX, ITHKCTKAX H B COMPOBOAUTENbHON JOKyMCHTAIAH.
Yacts 1. O61mmue Tpebopanmsm

T'OCT P M3K 60601-1-2-2014 «H3genus MeauuMHCKHE SnexTpHacckue. Yacrs 1-2.
O6mme TpeboBanns Ge30NAaCHOCTH ¢ YYETOM OCHOBHBLIX YHKIHOHANLHRIX XAPAKTCPHCTHK.
MapamnensHbii CranmapT. DNCKTPOMATHHTHAL COBMECTHMOCTD. TpeGoBaHBs B HCNLITAHANY

26.HaumeHOBAaHHS H OpHAHYeCKHe aapeca mnpowiBoauTeas Mu H
YNOIHOMOYEHHOIO IPEACTABHTES NPOoH3BOAHTEIN B Poccnn

[Ipou3Boaurens:
Kangfu Medical Equipment Factory (3aBox no npoH3BOACTBY MEAHMLIHHCKOIO

oGopynosatns Kandy),

Anpec: No.380 Ningkang East Road, 325600 Yueqing, Zhejiang, China (380 Humxan
Hct Poan 325600 Hexem, Yxomasan, Kerait)
Ten: 0577-62579618

Yroanomouennsiii npeacTapaTeNs NpoR3BoARTENS B PD:
OGmecTBO ¢ OrpaHHUCHHOH OTBeTCTBeHHOCTRIO «PHrna» (OO0 «Puria»)
(MHH 7724211288, OI'PH 1027700271290)
Anpec: 115201, r. Mocksa, Kammpckoe mocce, 4. 22 kopi. 4 cTp. 1
Tenedon: +7 (495) 231-16-97

E-mail: info@rigla.ry
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Mepesog ga(LLKLp TekcTa BbINOMHEH NMepeBoAYMKOM KoTnsapoBbiM AHTOHOM ropesuuem.

Poccuiickas defepauns
Mopof
BocbMoro Hos6psa fBe ThicAYM ABafLaTb TPeThero roga
A, PognHa YnbsiHa AnekceeBHa, BPEMEHHO MCMONMHAWLWAA 0683aHHOC T HOTapuyca ropoga Mockebl Kopcurka
Bragnmmpa KoHCTaHTUHOBMYA, CBUAETENbCTBYIO MOA/IMHHOCTb MoANUcK nepesojyrka KoTnsaposa AHTOHa
ropesunya.
Moanuce cenaHa B MOEM NPUCY TCTBUK.
JInyHOCTHL NOANMOABLULLKNKYMEHT YCTaHOB/eHa.

3aperncTTpobpo AMpewpNATLLL77/2138-H/77-2023MNA-L S
YnnadeHa 3a obeowile ngTaTAbHOro gelicTsus: 400 py6. 00 kon.

7
Y.A. PognHa
Bcero npoll”oBgho, bbb )BaHO
1 cKpensieHo TuLrHbo cT(a)(oB)

BPWO HoTapuyca
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