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The present APPLICATION INSTRUCTION apply to the medical product Thermographic film
for medical imaging systems «Dry Film MS-KX410 A/F» and contains information about the product.
its purpose. indications for use. functionality, main technical characteristics and guidance for proper use.

Before working with Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F».
carefully read this APPLICATION INSTRUCTION. Pay special attention to warnings and cautions!

APPLICATION INSTRUCTION can be supplied on electronic media. On request, a paper version is
provided.
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ABOUT SAFETY NOTES IN THIS DOCUMENT

The following are examples of representing prescriptions of the type

«Warming», «Attention», «Instruction» and «Note» on the pages

of this document. The text of the examples explains the meaning of the respective
warning / prescriptive block.

DANGER:
A «Danger» statement indicates a situation of direct, imminent danger of serious injury
to the operator, engineer, patient, or others.

WARNING:
A «Waming» statement indicates a situation that could result in serious injury to the
operator, engineer, patient, or others.

ATTENTION:
A «Attention» statement indicates a situation that could result in minor injury to the
operator, engineer, patient, or others.

INSTRUCTION:

«Instruction» statement contain instructions that, if not followed, could result in
damage to the equipment mentioned in this APPLICATION INSTRUCTION or other
equipment or property, and may result in environmental pollution.

PROHIBITION (DO NOT):

A «Prohibition (Do not)» statement contains instructions that, if not followed, could
cause damage to the equipment referenced in this APPLICATION INSTRUCTION or
other equipment or property, and could result in environmental pollution.

NOTE:
«Note» contain recommendations or clarification of special points. The «Note»
contains no instructions.
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INFORMATION ABOUT THE MANUFACTURER OF THE MEDICAL DEVICE (OR) ITS
AUTHORIZED REPRESENTATIVE

Manufacturer's name: Huqiu Imaging (Suzhou)Co.,Ltd.
Manufacturer's address: No.19 Tianmushan Road, SND, Suzhou 215163, Jiangsu, China
Developer: Huqiu Imaging (Suzhou)Co., Ltd

Place of production: No.19 Tianmushan Road, SND, Suzhou 215163, Jiangsu, China

Anthorized representative of the manufacturer in the territory of the Russian Federation:
Medkorp-MT, Stromynka str., building 19, housing. 2, 3 1 ITIVB K32 PM3 107076 Moscow, Russia

Tel. +7 (495) 969-61-47, medcorp@medcorp.ru

Document version vITT2.15.03.24 5
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PURPOSE

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F» is designed to obtain hard
copies of diagnostic images obtained by digital processing by direct thermal printing.

Image sources are images obtained from Computer Tomography Imaging. Magnetic Resonance
Tomography. digital and computed radiography systems. fluoroscopy. PACS. nuclear medicine. mobile
radiography and other medical imaging systems.

[ :
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APPLICATION AREA

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F». manufactured by
Hugqiu Imaging (Suzhou)Co., Ltd, is used in combination with Device for printing digital diagnostic
medical images of models: MS-460DY or MS-760DY, manufactured by Huqiu Imaging (Suzhou)Co.. Ltd.
(hereinafter referred to as the «Device for printing») for making hard copies in diagnostic procedures
using medical imaging systems.

It is applied in the conditions of medical institutions, by specially trained personnel.
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INDICATIONS AND CONTRAINDICATIONS FOR THE USE OF MEDICAL DEVICE

Indications

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F», manufactured by
Hugqiu Imaging (Suzhou)Co., Ltd, is intended for use in combination with Device for printing digital
diagnostic medical images of models: MS-460DY or MS-760DY, manufactured by Huqiu Imaging
(Suzhou)Co., Ltd, (hereinafter referred to as the «Device for printing») for making hard copies when
performing diagnostic examinations of normal or pathological conditions of a person.

Contraindications

No contraindications have been identified.

It is recommended to strictly follow the manufacturer's instruction regarding the use of this
MEDICAL DEVICE.

r
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POSSIBLE SIDE EFFECTS

No side effects have been identified.

It is recommended to strictly follow the manufacturer's instructions regarding the use of this
MEDICAL DEVICE.

Document version vIIT2.15.03.24 {9
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CLASSIFICATION OF MEDICAL DEVICE

Potential risk class for the use of MEDICAL DEVICE in accordance with

the nomenclature classification of MEDICAL DEVICE 2

Waste class according to Sanitary Regulations and Norms 2.1.3684-21 Class A
Russian Classification of Products by Economic Activities 2 32.50.50.190
Type code of MEDICAL DEVICE 341960
Expected average life 24 months

Printed Image Shelf Life

Not more than
years

10
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DESCRIPTION OF THE PRINCIPLES ON WHICH THE OPERATION OF THE MEDICAL
DEVICE IS BASED

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

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F» is designed to
provide high contrast and high optical density for high quality diagnostic X-ray imaging. including
mammography, on printing devices from Hugqiu Imaging (Suzhou)Co., Ltd. Film consists of a blue-
transparent PET  base coated with thermal emulsion and protective layer, the total thickness is
0.21£0.01mm. The thermal emulsion layer is not sensitive to light, but reacts to high temperatures. The
blue-transparent PET base significantly improves the perception of fine image details and reduces eye
fatigue, the rounded comers of the base allow this film to be handled in the same way as with
conventional x-ray film. Film is placed in a cartridge with an identification chip glued on it, with the
help of which the film is recognized by the printing device.

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F» is designed to
work in a printing device that uses the principle of obtaining an image using temperature change.

Thermal printing technology is based on receiving a signal from a radiographic image acquisition
or storage source and converting this signal into an indelible x-ray image that is printed on thermal film.
Under the influence of temperature, the oxide of the activator is formed, and the silver is reduced.
creating an image.
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VERSIONS

Film Name Film base color

Thermographic film for medical imaging systems
«Dry Film MS-KX410 A/F», Versions:

Format 8x10 inches (20x25cm)
Format 10x12 inches (25x30cm) Blue-transparent

Format 11x14 inches (28x35¢cm)
Format 14x17 inches (35x43cm)

Appearance:

Thermographic film for medical imaging systems General view. versions vary in size
«Dry Film MS-KX410 A/F» IR _ v

ROV 2

General view

Film cartridge

Document version v[I1T2.15.03.24
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Film cartridge and a white sheet of paper that
must be removed before printing

Reverse side of the cartridge with an identificatior|
chip

Metallized transport package
(individual packaging)

Document version vITT2.15.03.24
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TECHNICAL CHARACTERISTICS OF MEDICAL DEVICE

Film size.

’ 1

8
. y.
A- width
B- length
Overall film thickness 0,21:0,0lmm
Table |
Version Width A, cm Lenght B, cm Tolerance, cm
Format 8x1 (‘): '::)ches (20x25 20 25.2 +0.1
2i 23
Format 10x l(.:. n:l;ches (25x30 252 30,2 £0.1
Format | 1x1 : n:t;ches (28x35 7.8 35. +0.1
Format 14x17 inches (35x43 352 428 £0.1
cm)
Table 2
Version Cartridge size in mm Tolerance, cm
(lenght x width x height) ’
i 2
Format 8x1 2 I::1)<:hc:s (20x25 380x404x30 £29%
i 2
Format 10x1 02 n:|)1chcs (25x30 380x404x30 2%
Format 11x1 : rr||t)1ches (28x35 380x404x30 £29
Format 14x17 inches (35x43 380x482x30 9%
cm)
Table 3
Film type D min D max Shelf life Printed Image
Shelf Life
Dry Film MS-KX410 A/F <025 >2.15 24month | " ‘“‘;‘:a:';a“ 10
D min - veil optical density
D max - maximum optical density
Document version vi1T2.15.03.24 i 14 '
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Table 4

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F»
Version Weight of 1 sheet of film, gr The weight of the film in the
package, kg
8x10 inches
(20 x 25 cm) 13 1.7
10x12 inches
5
(25x 30 cm) 20 24
11x14 inches
o
(28 x 35 cm) 26 30
14x17 inches
(35 x 43 cm) 39 4.4
Tolerance:
Weight of 1 sheet 0.2 gr:
acking film weight = 10 %

Dimensions and tolerances used when cutting film and measured under standard atmospheric
conditions in accordance with GOST ISO 4090-2011, i.e. at a temperature of (23 £+ 2) °C and a relative
humidity of (50 £ 5)%.

Film dimensions may vary due to permanent shrinkage with age and temporary shrinkage or
swelling depending on the moisture content of the air and its temperature. When the package is opened
(within the guaranteed shelf life of the film), the dimensions of the films, measured at the temperature
and humidity of the air, which are given above. should not differ from the dimensions when released
upwards by more than 1 mm of the maximum allowable size and downwards - by more than per | mm
of MEDICAL DEVICE., the smallest acceptable size.

Corner radii:

100 sheets

Small rounding angles

-

indication cuout e
The botiom of the catridge wih ax ID chip

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F» is designed to print
digital radiographic images on the Device for printing digital diagnostic medical images of models: MS-
460DY or MS-760DY. manufactured by Huqiu Imaging (Suzhou)Co., Lid.

! :
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DESCRIPTION OF THE STERILIZATION METHOD, DETAILS OF VALIDATION
METHODS FOR THE STERILIZATION PROCESS (INCLUDING BIOBURDEN TESTING,
PYROGENS, RESIDUAL STERILANT) AND PACKAGING PROCESS VALIDATION

This single use MEDICAL DEVICE is supplied non-sterile, therefore validation requirements
regarding the sterilization process and validation of the packaging process are not applicable to this
device.

Document version vITT2.15.03.24 16
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INTENDED CONSUMERS AND USERS

Potential consumers of Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F»
are patients of medical institutions without age restrictions.

Potential users are qualified personnel of radiographic departments who have passed the appropriate
training course.

The term "users" refers to persons who directly work with the equipment, as well as exercise control
over its use.

Before operating this equipment, the user must read, understand, take the hint and comply with all
wamning and instructional labels provided on items of equipment.

! H
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FUNCTIONS AND FEATURES

Thermographic film for medical imaging systems «Dry Film MS-KX410 A/F» is designed to provide
high contrast and high optical density for high quality diagnostic imaging on Device for printing digital
diagnostic medical images of models: MS-460DY or MS-760DY. It is used in general radiology and in
special studies. including mammography, requiring high resolution and contrast. The film allows you to
get more diagnostic information without increasing the radiation dose.

Film consists of a PET base coated with a thermal emulsion layer and has a protective layer with a total
thickness of 0.21+£0.0lmm. The thermal emulsion layer is not sensitive to light, but responds to high
temperatures. providing a low level of fog. high optical density and contrast of the diagnostic image,
along with cxcellent image stability. The protective laver makes the film resistant to scratches. moisture
and other adverse external influences.

The film is characterized by the following features:

» Thermal printing technology used to obtain high-quality diagnostic images in daylight. has
important advantages: no chemicals. washing. drying. lengthy preparations; eliminates the need for a
darkened room and the costly disposal of chemical waste. Consumables do not need to be hidden from
daylight.

* Direct thermal printing system provides high quality black and white images: Resolution 320 ppi
for MS-460DY. 508 ppi for MS-760DY. 14 bit grayscale for each pixel.

The PET backing with rounded corners allows this film to be handled in the same way as
conventional x-ray film. Direct digital printing technology offers ease of use and ease of handling.
Loading film into the device for printing is as easy and simple as inserting a CD into a PC.

Document version vI[1T2.15.03.24 18
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APPLICATION RISKS AND PRECAUTIONS

All operational risks of using MEDICAL DEVICE Thermographic film for medical imaging systems
«Dry Film MS-KX410 A/F» are mainly reduced to proper storage and operation conditions, namely:

» Storage and use of the product is carried out in accordance with the requirements of the MEDICAL
DEVICE APPLICATION INSTRUCTION, for this it is necessary to control the expiration date of the
film, which is indicated on the outer packaging of the product;

» Storring and transporting the product under heavy weight will cause haze due to overpressure and
other quality defects.

» Storage at extremely high temperatures and hurnidity will cause the product to stick together and
become cloudy, which will adversely affect its quality.

The film should only be used in conjunction with equipment or a component of equipment expressly
declared by Hugqiu Imaging (Suzhou)Co., Ltd as compatible with this device. Failure to do so may result
in misjudgment of the lesion on the image, which may lead to misdiagnosis and mistreatment of
patients, which may harm them. When using film with quality defects, it becomes necessary to reprint
images, which reduces the efficiency of medical institutions.

+ Film stored at low temperatures should be moved to room temperature before use.

Before opening the original packaging, the film should be left in the room where it will be used for at
least 4 hours to avoid condensation of water vapor on the surface of the film and damage it. Films
should be handled with care: do not wrinkle, bend, twist or rub to avoid artifacts and static noise in the
pictures. Film must not be handled with wet hands.

CAUTION: All medical equipment must be operated by specially trained and qualified
personnel.

CAUTION: The film must be used strictly for its intended purpose and in compliance
with the necessary technical requirements. Using the product in a manner that is not
intended or in violation of the specifications may result in an emergency situation that
poses a risk to public health, such as the risk of misdiagnosis. In such cases, the
manufacturer is not responsible for the consequences.

CAUTION: Do not expose the identification token (chip) to excessive electromagnetic
fields.

Document version vIIT2.15.03.24 19
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SYMBOLS AND CONVENTIONS

Symbols are necessary to draw the user's attention to important information, opposite which they are
located. Remember the meaning of the symbols. Refer to this section whenever you are unsure of the
meaning of symbols or conventions.

Symbol image Meaning

CAUTION!

Consult instructions for use or consult electronic instructions for use

Manufacturer

CE marking

Serial number

(1]

wl
W
ce

SN

2k

Protect from heat and radioactive sources

Humidity limitation

! Fragile, handle with care

f Keep dry
ll TOP
X Temperature limit
g Use-by date
Document version vITT2.15.03.24 20
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MARKING

1. Labeling of individual packaging of MEDICAL DEVICE
1.1 Labeling of individual packaging of MEDICAL DEVICE (original Language)

Marking data:
Manufacturer Logo
Model
Dimensions, number of sheets
Batch No.: - batch number
— Production date
: Expiration date
Production Dese: Expirution Dute:
Tomparsture Range: 10°C~35C  Humbdity Range:  30%50% Em ldityrange 8
mmmmmmw: m Manufact ’s name
Saie inChine @ Production place address
. ‘ o e Place of production
1.2 Sample marking in Russian
: h u - Thermographic film for medical imaging systems «Dry
; nq Film MS-KX410 A/F» is marked with the following
) Tinenxe TOPWITPRGw-IECIAN data:
| AR cmETeM WeARREECKOl FRIYASNIANNN - Logo of the manufacturer;
Dry Film MS-KX410 A/F - Name;
: PY P3H 2 202M20140 o7 19.99.2023 - Model;
. p— =JF3 1 - Product characteristics (number of sheets per
 mm @ . package, Format in cm, inches)
' “r” ( € - Production date;
- e - Expiration date;
i‘wu m———— - Serial number;
spessomns ey, Croass, - Manufacturer, place of production.
“"““‘:”"";?.% el - Refer to the APPLICATION INSTRUCTION
| Te— %”"v'm""w‘m"'ww W smedoney o - Authorized representative of the manufacturer

. e — - .

1.3 Sample of Adhesive QR Code Sticker

To protect against coumerfeiting, each individual
medical device package is provided with an anti-copy
QR code with two-factor authentication.

0000001 An anti-copy QR code is a unique and specialized type

of QR code that provides an identity control and
protects products from counterfeiting or unauthorized
copying. An anti-copy QR code cannot be copied or
printed using a regular printer.

Fas O NCAAENKA

This QR code can be read by Pro Control’s special
application, which displays the following information
in Chinese and Russian:

o Country of destination — Russia;

e Authorized representative of the wmanufacturer
(Huqui Imaging (Suzhou) Co., Ltd.) -Medcorp-MT,
LLC;

o Contact details of Medcorp-MT, LLC.

hos

/
-
i
et
)
yo
=
™
<
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1.3.1 QR Code Reader Application

PR0 CONTROL

futet ooaf Man ety MR SR

TuiTeMA saadtia BT PR

HE xonupyembii

PrO CONTROL

Ba
L

MNposepute 63 perucTpauny

Document version vI1T2.15.03.24

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

To confirm the authenticity of a medical device. scan
the QR code with the Pro Control branded mobile
application.

To install the application on your smartphone or tablet:

I

TR

w19

Go to www.pro-ctrl.ru from another device.
Open the camera app on your device;

On the Pro Control website, point your camera at
the QR code and scan it.

Tap the notification that appears on the screen of your
device and then follow the on-screen instructions
redirecting you to the app store (Google Play or Apple
Store) to download the application.

To verify the medical device authenticity:

1.
2.

hed

Open the Pro Control app for scanning QR codes;
Start the verification without registering or
register and then follow the on-screen
instructions.

Point your camera at the QR code.

After scanning, the information confirming the
medical device authenticity will appear on the
screen.

For more information about the medical device,
tap the brand logo.




2. Labelling the Medical Device Shipping Box

2.1 Shipping box marking (in the original Language)

e i e .. Packaging marking data
Manufacturer Logo

Model
Dimensions, number of sheets
Batch No.: - batch number

Product Name: Medical Dry Imaging Film

Stze: Box weight

Batch No.: Weight: Production date

Production Date: Expiration Date: (1 Expiration date

TemperatureRange: 10735C  Humidity Range: 30%°60% 5] Transport temperature range
o Humidity range during transport

Manufacturer; Hugiu imaging {SuzhoujCo.,1td @@ Manufacturer's name

Address: NoL1S Tianenuaten Road, NG, Surhou 215163, Jangsu, Chen Y
Made in China v t

Production place address
Place of production

The symbols on the boxes are:

ﬂ Top

4
« ?

f KEEP DRY

Document version vI1T2.15.03.24
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SPACE REQUIREMENTS FOR THE ROOM, COMPATIBLE EQUIPMENT

1. Space required to service the device for printing
2. Space required for normal use

Document version viIT2.15.03.24
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TRAINING

Before starting to work with the film. the user must undergo appropriate training and acquire basic skills
in the safe and effective use of the MEDICAL DEVICE. In some countries, the requirements for the
training of personnel may have individual specifics.

Users must ensure that they have been trained in accordance with local laws or regulations, which are
binding (legal). Detailed information on personnel training can be obtained from the authorized
representative of the manufacturer in the Russian Federation.

The user should pay particular attention to the following information in the system documentation:

» Appointment.

* Intended users.

» Safety instructions.

Document version vI1T2.15.03.24 25
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COMPLIANCE WITH REGULATIONS AND STANDARDS

ISO15223-1:2016

National standard or
Ne In:et:::t:::ml translation of international Standard name
standard
Medical devices - QUALITY
2 | O erooe GOSTISO 134852017 | MANAGEMENT SYSTEMS -
' Requirements for regulatory purposes
MEDICAL DEVICES -
3 | DMENISO GOSTISO 14971-2021 | Application of risk management to
14971: 2019 . .
medical devices
Medical X-ray cassettes/screens/films
4 ISO 4090:2001 GOST ISO 4090:2011 aqd fihqs for hard copy images.
Dimensions and technical requirements
MEDICAL PRODUCTS
DIN EN Symbols used in the labeling of medical
5 GOST R ISO 15223-1-2020 | devices, on labels and in accompanying

documentation
Part 1 - Basic Requirements

Document version vI1T2.15.03.24
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INTERACTION WITH EXTERNAL SYSTEMS

The film should only be used in conjunction with equipment or a component of equipment expressly
declared by Huqgiu Imaging (Suzhou)Co.. Ltd as compatible with this device. For printing and obtaining
clear and dense images in shades of gray. the original Thermographic film for medical imaging systems
«Dry Film MS-KX410 A/F» is used with a blue base of various formats 8x10 inches (20 x 25 cm).
10x12 inches (25 x 30 cm). 11x14 inches (28 x 35 cm) and 14x17 inches (35 x 43 cm). manufactured by
Hugiu Imaging (Suzhou)Co., Ltd, in conjunction with the Device for printing digital diagnostic medical
images of models: MS-460DY or MS-760DY, manufactured by Huqiu Imaging (Suzhou)Co., Ltd. The
use of film in other printing devices is prohibited due to lack of compatibility.

These compatible devices are desktop digital thermal devices for printing. This means that this printing
device can be connected directly to an (existing) Ethernet LAN without the need to use an additional
one. incl. auxiliary equipment. Also, the print device is fully compatible with the DICOM protocol. In
this regard, the standard DICOM protocol can be used as a network protocol: thus. the device for
printing is able to process and print tasks within the DICOM protocol without the use of additional. incl.
auxiliary equipment.

Document version vI1T2.15.03.24
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SAFETY COMPLIANCE

To avoid harm, observe the following precautions:
* The product must be stored and used in accordance with the APPLICATION INSTRUCTION.

« Storing and transporting the product under heavy weight will cause haze due to overpressure and
other quality defects.

* Use of an expired product may result in incorrect assessment of the lesion on the image. which may
lead to misdiagnosis and mistreatment of patients, which may harm them.

Compliance with the precautions and risks during operation specified in the APPLICATION
INSTRUCTION is mandatory.

If you have any questions. please contact the authorized representative of the manufacturer in the
Russian Federation.
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CHANGE OF FILM FORMAT FOR TRAYS

Thermographic films for medical imaging systems of four formats (8x 10 inches (20x25 cm). 10x12
inches (25x30 cm), 11x14 inches (28x35 cm), 14x17 inches (35x43 cm), are compatible with devices
for printing MS-460DY or MS-760DY. Three sizes of which 8x10 inches (20x25 cm). 10x12 inches
(25x30 cm). 1 1x14 inches (28x35 cm) should be fit in the top tray of the Device for printing.

Films of 14x17 inches (35%43 cm). 11x14 inches (28x35 c¢m) are placed individually in the lower tray
of the Device for printing. Each section has two stops for cartridges. When printing on 8x10 inches
(20%25 cm), 10x12 inches (2530 cm). 11x14 inches (28x35 cm) films, the cartridge stops must be
secured in positions Al and A2 as shown in the figure below.

When printing on 14x17 inches (35x43 cm) film. the cartridge stops must be secured in the Bl and B2
positions. When installing cartridge stops, the round latch must be fixed on the left stop in the left slot of
the cartridge drawer and then moved to the left to lock it. The same process should be repeated on the
right side.

Location of the film in the trays.

14x17im cartndge installation slots Cartridge mountmg stops 8x10mn, 10x12in, and 14x11in
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MODE OF APPLICATION. FILM LOADING PROCEDURE

This section describes how to load film with the appropriate specifications into the device for printing.

You can load 8x10 inches (20x25 cm), 10x12 inches (25%30 cm), 11x14 inches (28%35 cm). 14x17
inches (35%43 c¢m) film into the device for printing.

Note: To change the Film Format, you must change the tray configuration.

The film loading procedures for the top and bottom trays are the same. In the examples below. it is
assumed that film needs to be loaded into the lower input tray.

CAUTION:
Do not add additional sheets of film to the film cartridge currently in use. The empty
hopper can only load a full film cartridge.

Film Loading Procedure

1. Open the empty input tray.

CAUTION:
To avoid film jams, the input tray must be fully opened.

2. Take the film cartridge, sealed in a metallized bag, and open it..
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tray. .

Note: All actions with packaging are easier to do by putting it on the table. Before

Note: Make sure that the type of film in the cartridge matches the label on the tray!
If you are using a different type of film, we recommend changing the label on the
@ doing this, make sure that there is no dust on the table!

3. Partially remove the metailized bag.

4. Now the film cartridge can be placed in the loading tray and the metallized bag can be
_completely removed.

5. Remove the white protective sheet.
6. Close the input tray.

Note: If the film cartridge is not correctly loaded into input tray, the device for printing
will print the image on the reverse side of the sheet (which does not have an emulsion
coating). This will cause a film jam. The operator will be prompted to print the image on

@ the back of the film sheet and prompted to clear the film jam and verify that the film is

loaded correctly.

CAUTION:
The user should not reuse film that is caught in a jam.
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PROPER POSITIONING OF THE FILM IN THE LOADING TRAY

You can check the correct placement of the film sheets in the tray by looking at the near-left comer of
the film. The rounding of this comer has a recess with a notch.

It is this corner that must ALWAYS be in the near left comer of the tray when loading the film cartridge
into the tray of the Printing Device (with the imaging surface at the bottom).

When you close the input tray, the print engine reads the film IDs and automatically makes the

necessary settings.

The ID tag is located on the back of the film cartridge. The illustration below shows the film cartridge
on the back. i
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QUALITY CONTROL

Regular quality control is essential to determine and maintain consistent image quality.

The Device for printing has an automatic quality control procedure that meets the requirements for gray
scale reproducibility tests, determined according to the international quality standard.

Local codes and regulations may require the use of other methods.

The quality control procedure consists of quality control of the test image.

* Before starting work, you need to print a test image, which will be used later to control and check the
image quality (annually).

Note: Follow the steps for Checking Print Quality for each input tray that uses
Thermographic film for medical imaging systems.

The results of the checks are recorded in quality control tables (for example, Table of geometric
parameters control, see the corresponding section.)
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TEST IMAGE FOR QUALITY CONTROL

SMPTE Image Quality Control Test Example, the printed image must meet the following specifications:

A-width
B-lenght

(1) Fields 1 (4X) contain 6 squares with horizontal
and vertical black and white stripes (width 1.2 and
3 pixels)

Check: Each of the 6 squares should show a stable
distance between the black and white stripes
(interference must be eliminated. as this leads to an
uneven distance between the stripes)

(2) Fields 2 (4X) contains the same pattern, but
with less contrast.

Check: All 6 squares must be visible.

(3) Fields 3 contain a certain number of squares
with the same density.

Check: All individual squares must have a constant
uniform density. without stripes and dots.

(4) Field 4 contains a black square at 100% optical
density with a smaller square inside having 95%
density.

The field contains an area with two different
densities, i.e. a small square inside a large one,
with a slight difference in blackening density,
should be visible.

(5) Field S contains a light square (0% density)
with a small gray square inside (5%). The field
contains an area with two different densities, i.e. a
small square inside a large one, with a slight
difference in blackening density. should be visible.
(6) Field 6 contains a black square with a
maximum density of 100%

Check: Square should show Dmax (default is 3.2
0.D.)

(7) Fields 7 contain light squares with a density of
0%

Check: The square should indicate the degree of
blackening of the veil (0.2 O.D. for blue-based
film)

CAUTION:

Good viewing conditions are essential for the correct interpretation of both diagnostic
and test images. Set the light intensity (luminosity) to between 2000 and 4000 cd/m?
(color temperature between 4500 and 6500°K). Use a magnifying glass and shutters to
collimate the image. The ambient light level should be low.
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CHECKING THE ALLOWABLE SPATIAL RESOLUTION, THE LEVEL OF NOISE AND THE
VISIBILITY OF DETAILS WITH LOW CONTRAST

To check the acceptable spatial resolution, noise level, and visibility of low contrast details, do the
following:

I. Print a quality control test image, or use a previously printed image that you use in your daily work.

2. Visually inspect the QC test image for interference: there should be no interference that significantly
interferes with visual perception.

3. Check the visibility of low contrast details at both the upper (100 / 95%) and lower (0 / 5%) limits of
the density range. You should see field 5, which contains a light square (0% density) with a small gray
square inside (5%). The field contains an area with two different densities, i.e. a small square inside a
large one, with a slight difference in blackening density. should be visible. Field 4 should have a black
square with 100% optical density with a smaller square inside having 95% density. The field contains an
area with two different densities, i.e. a small square inside a large one, with a slight difference in
blackening density, should be visible.

CAUTION:

In the event of interference, insufficient spatial resolution, or errors in any other
recommended quality control check, the cause of the problem must be found and
corrected before any diagnostic images can be printed on the print device.

ey
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DETERMINATION OF THE BASIC VALUES OF THE GEOMETRIC PARAMETERS OF THE
IMAGE

To determine the basic values of the geometric parameters of the image, follow the instructions below:

1. Print a test image for quality control or use a previously printed one.

2. To determine the basic values of geometric dimensions, measure the sides A and B of the square on
the test image, see figure.

CAUTION:

Side A must be measured from the left edge of the left side to the right edge of the right
side, and side B - from the top edge of the top side to the bottom edge of the bottom
side.

We strongly recommend to use a 30 cm ruler with 0.5 mm graduations for this.

3. Record these values as base dimensions Arer and Brer in the table below
("Table of geometric parameters control").

These tables are used for annual image quality checks.

4. Save this film for future use.

Table of geometric parameters control

Test frequency: Serial number
Annually or as needed
Input tray:
Initial dimensions Measured dimensions | Comparability Aspect Ratio
Date: Date:

[ At A A Awt ATB

| Brer B B/ Bret
Initial dimensions Measured dimensions | Comparability Aspect Ratio
Date: Date:

| Aref A A Arer A/B
Bret B B/ Brer

To detect deviations in image sizes and aspect ratios, it is necessary to carry out this check once a year.
1. Do a daily check first,

2. Take a QC test image as part of the weekly inspection and measure sides A and B of the square.

3. Record the dimensions of sides A and B in the table.

4, Compare the measured values A and B with the base values of the Acer and Bir parameters from the
Table

The difference between the measured values of sides A and B and the basic values Arer and Byer should
not exceed 1.0%.

5. Examine the image for distortion.

6. Calculate the aspect ratio by dividing A by B.

The result should be equal to 1 +/- 0.01

CAUTION:
If the image size or shape distortion is out of range, contact your service organization to
resolve the problem.
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SAFETY INSTRUCTIONS

CAUTION:

+ Store and use the product in accordance with the APPLICATION INSTRUCTION.

* Storing and transporting the product under heavy weight will cause haze due to
overpressure and other quality defects,

« Use of an expired product may result in incorrect assessment of the lesion on the
image, which may lead to misdiagnosis and mistreatment of patients, which may harm
them.

CAUTION:
Do not expose the identification token (chip) to excessive electromagnetic fields.

Document version vI1T2.15.03.24 37

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



THE PROCEDURE AND CONDITIONS FOR THE DISPOSAL OR DESTRUCTION OF
MEDICAL DEVICE

Waste disposal regulations may vary from country to country.

Please check your local regulations regarding this matter. Disposal must be carried out in accordance
with the rules and national standards for materials containing silver-containing waste from used cine-
photo-X-ray materials. The film packaging is fully recyclable and. combined with the absence of
chemicals, represents a more environmentally friendly solution.

Collection. use, disposal, placement, storage, transportation, accounting and disposal of medical waste
must be carried out in compliance with the requirements of the Sanitary Rules SanPiN 2.1.3684-21

section X. The film is disposed of as epidemiologically safe waste, similar in composition to solid
household waste - class A.
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ENVIRONMENTAL REQUIREMENTS FOR THE USE OF MEDICAL DEVICE

This MEDICAL DEVICE does not harm people and the environment when used for its intended
purpose, transported, stored and disposed of in accordance with the requirements of the regulatory,
technical and operational documentation of the manufacturer. For details on how to return this product
for recycling, please contact your local service provider and/or authorized representative. The use of
recycled materials helps conserve natural resources.
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TERMS OF USE OF THE MEDICAL DEVICE

Environmental requirements

* Well ventilated area.

« rooms where direct sunlight does not reach,

« without sources of dust, moisture, heat and cold.

* room temperature from 10°C to 35°C,

« relative humidity from 30% to 60% non-condensing
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CONDITIONS OF TRANSPORTATION AND STORAGE

Storage conditions: temperature from 10°C to 35°C.

The humidity level should be between 30 and 60%.

Transport conditions: maximum temperature 35°C min. 10°C.

The humidity level should be between 30 and 60%.

After transportation at temperatures close to 10°C, the film must be kept in a shipping container under
normal climatic conditions for at least 24 hours.

i
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PRODUCT CLAIMS

Any healthcare professional (such as a customer or user) who has a complaint about the
equipment, or who is dissatisfied with the performance, longevity. reliability, safety of use, efficiency.
or performance of this equipment should notify the company Huqiu Imaging (Suzhou)Co., Ltd or its
authorized representative in the Russian Federation, Medkorp-MT.

If a serious incident occurs during the use of this device or as a result of its use, you should report
it to the manufacturer and / or its official representative in the Russian Federation at:

Stromynka str., building 19, housing. 2. 3 1 ITTVB K32 PM3 107076 Moscow, Russia
Tel. +7 (495) 969-61-47, medcorp@medcorp.ru
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WARRANTY AND CLAIMS FOR THE MEDICAL DEVICE

Any healthcare professional (such as a customer or user) who has a complaint about the
equipment, or who is dissatisfied with the performance, longevity, reliability, safety of use, efficiency,
or performance of this equipment should notify the company Hugiu Imaging (Suzhou)Co.. Ltd If
equipment failure has caused or contributed to serious injury to the patient,
Hugqiu Imaging (Suzhou)Co., Ltd should be informed immediately by phone, fax or send a notification
by mail to the address below:

- Hugiu Imaging (Suzhou)Co., Ltd
- Medcorp-MT, Stromynka str., building 19, housing. 2, 3 | TIIVB K32 PM3 107076 Moscow, Russia,
Tel. +7 (495) 969-61-47, medcorp@medcorp.ru

Support and Service of Hugiu Imaging (Suzhou)Co., Ltd - addresses and phone numbers of local
representative offices of the support and maintenance service are given on the Internet on the website of
the authorized representative in the Russian Federation of Medcorp-MT www. medcorp.ru

The manufacturer’'s warranty is 12 months, subject to the rules and conditions of
transportation, storage and operation.

The expected average service life of the product, subject to the rules and conditions of

. transportation, storage and operation, is 24 months. The shelf life of the printed image is no more than
10 years.
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CopaepxaHue

Ha3sBanue Crp.
O npuMeyaHHAX, KacaloLMXCcsi TEXHUKH 0e30M1acHOCTH, B 3TOM JIOKYMEHTE 4
CBeleHuUs O MPOU3BOANTENE MEAHLIMHCKOTO H3AeNus H (WIH) €ro YIIOJTHOMOUYEHHOM MpecTaBUTENe 5
Ha3HayeHue 6
O61acTh NpUMEHEHHS 7
[Toka3aHus U NPOTHBONOKA3aHKA K MpUMeHeHHI0 MU 8
Bo3MoxHBIe N060YHbIE AeCTBUA 9
Knaccudukauus o6opyiosaHus 10
OnucaHHe NPUHLMIOB, Ha KOTOPBIX OCHOBaHa paboTa MEAULIMHCKOTO U3ENUs 11
BapHaHTbl HCTIONHEHHUA 12
TexHHYecKHe XapakTepUCTHKH 14
Onucanpe MeETOJA CTEPWIN3ALUMM, CBEJACHUS O MeEToJax BANTWAAUMM B OTHOLIEHUH Tpouecca
CTEPHIIN3AUNM (BKAOYAR UCMBITAHWA Ha OHONOTUYECKYH) Harpy3Ky, HalMYHe MUPOreHHLIX BELIECTB, 16
HallH4YKHe OCTAaTOMHOrO KONWYECTBA CTEPUIM3YIOWIEr0 BEWIECTBA) M O BalvjauMu npouecca
YNaKOBbIBAHHA

IlpeanonaraeMuie noTpebuTenu 1 nonb3oBaTenu 17
ODYHKUHUU ¥ BOZMOXKHOCTH 18
PHUCKH NPU PUMEHEHHH U Mepbl TPEIOCTOPOXHOCTH 19
CHUMBOJIbI 4 YCJIOBHBIE 0003HAYEHUA 20
Mapkuposka 21
ITpocTpaHCcTBEHHbIE TPeGOBaHHSA K MOMELLIEHHIO 24
OO6yueHue 25
CooTBeTcTBHE HOPMATHBaM U CTaHAApTaM 26
BiauMoaelcTBHE C BHELUHHMH CHCTEMaMH 27
CootercTBHe TpeGoBaHWAM 6€30MaCHOCTH 28
HsMeHeHue popmarta MiaeHKH 1A JIOTKOB 29
Cnoco6 npuMeHenus. lNpoueaypa 3arpy3ska nieHku 30
[TpaBu:bHOE pacnoyokeHHe MIEHKH B 3arpy304HOM JIOTKe 32
KoHTponb kayecTsa 33
TecToBoe H300pakeHne A1 KOHTPONS KayecTsa 34
[TpoBepka AONYCTHMOrO NPOCTPAHCTBEHHOTO Pa3peUIEHHs, YPOBHSA NMOMeX U BUAUMOCTH AeTanei ¢ 35
HW3KHM KOHTpacToOM

OnpeaeneHue 6a30BbIX BETHYHH FEOMETPHYECKHX NAPaMETPOB H300parkeHHUs 36
VYka3zauus no Texuuke 6€30MacHOCTU 38
[TopsaaoK M YCIIOBHA YTHIM3AUMM WM YHUUTOXeHUs MU 39
TpeboBaHus K 0XpaHe OKpYXarolleii cpelibi npu npuMeHenn MU 40
Ycnosus npuMmeHenns MU 41
Ycnosus TpaHCMOPTHPOBKHY M XpaHEHUS 42
ITpeTeH3HH B OTHOLIIEHHH U3JENHS 43
["apauTuiinbie 06a3aTenscTBa M peknamanuus MU 44
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HacTosias HHCTPYKUHA N0 NPUMEHEHHIO PacpOCTPaHAETCR Ha MeauuuHcKkoe uinenne [nenka
TepMorpaduueckas JUIs cucTeM MeauiHekolt Busyannsauun «Dry Film MS-KX410 A/F» w conepxwut
cBeeHHS 00 W3NenuH, €ro HAJHAYCHWM, MOKA3aHWAX K TPHMECHEHWIO, (PYHKLIMOHANBHLIX
BO3MOXHOCTAX., OCHOBHBIX TeXHHYECKMX XapaKTepHCTHKAX H PYKOBOACTBY MO HaIJICKalIEMY
HCNONL30BAHHIO.

Teper nauanom paboral ¢ Inerkoli Tepmorpapnueckoit Ana CHCTEM MEAWLMHCKON BU3yanH3aUuu
«Dry Film MS-KX410 A/F» BHUMATENBHO H3YUHTE HACTOAULYIO HHCTpYKuMIo. OcoGoe BHHMaHue
CNCAYyeT OOpaTHTE Ha MPEAYTIPOKACHNA H NPENOCTepeKEHNA!

HHCTpYKUMA NO NPUMEHEHHIO MOXET TOCTABIATECH HAa 3NEKTpPOHHOM Hocurene. Tlo sampocy
38Ka34HKa NPSAOCTaRNAETCA GyMaKHA BEPCHS.
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0 npuMevaHnax, Kacalouwmxca TexHuks 6esonacHocrtn,
B 3TOM AAOKYMEHTe

Hroxe npuBefieHs! NpuMepsl PEACTABICHUA NPEANHCaRNI THNA
«ITpeaynpexnacHue», «<Baumanue», «MHcTpykums» ¥ «I[IpuMeyanre» Ha CTpaHHUAX
HacTOAMETo AOKYMEHTa. TeKcT NPUMEpos OOBACHAET CMBICH COOTBETCTBYIOMIETO
npeaynpexaaiomenro / NpeAMHCHBAIOMmEro O10Ka.

ONACHOCTbD:
TMpeanucanne THNa «OnacHo» 0603HAYAET CHTYALHIO NPAMOIL,
HETIOCPEACTREHHOM ONAaCHOCTH HAHECEHUS TAKEITBIX TPABM

onepaTopy, HIDKEHEpPY, NTAUMEHTY HAH APYTHM JIHLIAM.,

. NMPEJOCTEPEXEHHE:
TMpennucanne Tuna «IpeaynpexaeHuey 0603Ha%aeT CHTYALMIO, B
KOTOpOH BO3MOXKHO HAHECCHHE TKENBIX TPABM OfIEPaTOpY,

. | - | uIDKeHepY, NBUMEHTY WIH APYTHM JTHLAM.

BHHUMAHME:

TIpeanncanne Tna «BAuMaHue» 0603Ha4aeT CHTYALMIO, B KOTOPO#
BO3MOXXHO HAHECCHHE HE3HAYHTENIFHEIX TPABM ONepaTopy,
HIDKCHEPY, TAUHCHTY WK APYTHM JTHLIAM.

[Mpeamucanne ™ina «HCTPYKUAS) COACPKMT YKA3aHUA,
HecobsmoieHHE KOTOPBIX MOXKET CTAThL NPHYMHOIM MOPYH

06opynoBaHUA, YIIOMHHAEMOTO B HACTOALICM PYKOBOACTBE, HIIH
HHOro 06OpYAOBaHHS WM HMYIIECTBA, & TAKKE NMPHBECTH K
3arPASHEHHIO OKPYXAOLLEeH Cpeibl.

Tpeanucanue Tvna «3anpellacTea» COACPKHT YKa3aHUA,
HecoOMmozeHUE KOTOPHIX MOXKET CTaTh NPHIHHON NOpYH
oGopynoBanus, YNOMHHAEMOTO B HACTOSIIEM PYKOBOACTBE, HIIH
HHOrO 06OPYROBAHKS HAH HMYULECTBA, A TAKIKE NPUBECTH K
3arPAZHCHUIO OKPYXAIOMISH Cpeln.

TMpumeyanue: «[TpuMeuaHua» COACPAKAT pEKOMECHIAUNK HIH
pazbACHEHHA MOMEHTOB 0co0oro xapakrepa. [pumeuanue ne

COAEPHHT WHCTPYKLHIA.
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CsepgeHus 0 NpoussoaUTENne MeAMLIMHCKOro usaenna u (wn) ero
yNnoAHOMOUEHHOM NpeacTaBuTene

M B ean: «Xymo Hmapxunr (Cyuxoy) Ko., JiIta» («Huqiu Imaging
(Suzhou)Co.,Ltd.»)
Anpec npomzsoamreng: Kuraii, nposuxuua Llzancy, Cyuxoy, 215163, Hoswii paiion Cyuxoy,

Tausmywaus Poya, Nel9 (No.19 Tianmushan Road, SND, Suzhou 215163, Jiangsu, China)
Paspaborunk: «Xywo Umapxuur (Cyuxoy) Ko., Jita.» («Hugqiu Imaging (Suzhou)Co., Ltd»)

Mecro upomisoncrna: Kutail, nposunmumsa Ll3sucy, Cyuwoy, 215163, Hoswit pation Cyuxoy.
Tansmymans Poya, Nel9 (No.19 Tianmushan Road, SND, Suzhou 215163, Jiangsu, China)

000 «Mearopn-MT», 107076 TopoA Mocxna, yn Crpomuizka, 4. 19 k. 2,5 1 IV K32 PM3,
Ten. +7 (495) 969-61-47, medcorp@medcorp.ru
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TInenka TepMmorpapuueckas mIs cucTEM MeaHuuHckodt Buzyamwsauun «Dry Film MS-KX410 A/F»
NpeaHasHAYCHa I NONYYCHHA TBEPALIX KOMUI AHATHOCTHYECKHX H300paXKeHHH, MONYYCHHBIX ¢
nomomeio mUdppoBoi 06paboTkH, MeTOAOM NMpAMOit TepMorpaduuecKoi nevyaTu.

Hcrounnkamu nomydenus usoOpaxeHuti apngores cRumki, nonyuenurnie ¢ KT, MPT, cucrem
undpoBoli M KoMnbioTepHO#t peHTreHorpadun, dmoopockonuu, PACS. sagepHoit MeaMUWHLI
MOOHIBHON peHTreHoTpad MK H APYFHX CHCTEM MEAWLIHHCKON BU3YAITH3aLMH.

Bepcun aoxkymenra vilT2.15.03.24 6
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O6nacrb npuMeHeHus

Tlnienka Tepmorpaduueckas Ans cUCTEM MeAMUMHCKOW Bu3yanusauuu «Dry Film MS-KX410
A/F», npousBoactea «Xyuo Umapxunr (Cyuxoy) Ko.. JIta.», npumeHseTcs 418 MCNOAbL30BaHUS B
COUETAHHU € VYCTpOilcTBOM MNeyaTd UMOPOBBIX IHArHOCTHMYECKMX MEAMUWHCKUX H300paxKeHHI,
mozeneii: MS-460DY unu MS-760DY, npoussoactea «Xyuo Umamxuur (Cyuxoy) Ko., Jita.». (nanee
— YCTPOICTBO ne4aTH) Ans NONy4EHHsS TBEPAbIX KONUI NpH NPoBeAEHHN IHarHOCTHYECKUX MPoLeayp €
MOMOLIBIO CHCTEM MEAMUMHCKON BU3YallH3aLUMUH.

anMCHﬂCTCﬂ B YCJIOBHAX MEANUHMHCKHX yqpe)menuﬁ , CneuralibHO 06)"‘ICHHblM MEPCOHANIOM.
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lMoxasaHua M NPOTHBONOKA3aAHMA K NpUMeneHnio MU

Moxasanng

TNnenka TepMorpaduueckas IS CHCTEM MEAMUMHCKOH Busyanusaunn «Dry Film MS-KX410
A/F», nponssoacrea «Xymo Hmamxunr (Cywkoy) Ko., Jita.», npeaHasnadeHa Ins HCNIONL30BaHUS B
COYeTaHHH ¢ VYCTpolicTBOM MedaTd UMGPOBHIX AMArHOCTHMECKWX MEAMUWHCKHMX H300paneHnid,
Mozenci: MS-460DY nau MS-760DY, nponssoactea «Xywo Umapxunr (Cyuxoy) Ko., JIta.». (aanee
— YCTpoHCTBO mMedYaTH) MUIA NONYYCHHR TBEPARIX KONWH NpH NPOBEACHHHM JHArHOCTHYECKWX
HCCHeAOBaHHE HOPMANBHEIX HITH NATONOTHYECKHX COCTOSHHNA YeNIOBEKa.

IIpoTuBonokasanns

IpoTuBonoKasanuii He BHABNCHO.

PekoMenayercs HEYKNOHHO C]EAOBATb HWHCTPYKUMH NPOM3BOAMTENS B  OTHOLICHWH
HCTIONB30BARAA AAHHOTO MEAMUMHCKOTO W3AETHA.

Bepcua noxkymenta vITT2.15.03.24 8
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BoaMoxcHbie NoGoubie AeicTBun.

IMoGounmx AelicTnii He BHIABAEHO.
PexoMeHAYETCS HEYKAOHHO CNCAOBATH MHCTPYKUHHM TPOH3BOAMTENS B OTHOLICHHH HCMONL30BaHMA
JGHHOTO MEIMLIMHCKOTO H3ACNHA.

Bepcna aoxymesra vITT2.15,03.24 9
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Knaccupuxauns MU

Knace noreHuMansHoro pricka npuMeReHna MU B coorsercTeum ¢

HOMEHKAATYpHOH Knaccuduxaumeis MU 2

Knacc orxozos cornacuo CaulTun 2.1.3684-21 Knacc A
OKII2 32.50.50.190
Koz snaa MU 341960
Oxupaemerli cpeannit cpok caymOn 24 Mecsua
Cpoxk XpaneHHA pacneyaTaHHOro H300pakeHns He Oonee 10 ner

Bepeua aoxymenta vITT2.15.03.24
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Onucanne NPMHUMNOB, Ha KOTOPLIX OCHOBaHa paboTa MeAUMUMHCKOrO
u3penus

Ilnenka tepmorpadudeckas ana cucreM meauuunckod pusyanusaumn «Dry Film MS-KX410 A/F»
paspafoTaHa ana ofecnedeHus BHCOKOH KOHTPaCTHOCTH W BBICOKON OUTAYECKOW MIOTHOCTH NpH
TIONY9EHUH  BBICOKOKAYECTBCHHBIX AWATHOCTHYECKWX PEHTTEHOBCKHX H300paxeHuit, BKmouvas
Mammorpaduio, Ha yctpolicTeax nedaru koMnauud «Xywuo Umanxunr (Cywkoy) Ko., Jita.». Mnenxa
COCTONT M3 cure-npo3padHoil 13T OCHOBH, MOKPHITON TEPMOIMYIILCHOHHBIM M 3AMIHTHEIM CIIOEM,
o0mas TonmmHa coctanser 0,21:0,01mMM. TepMOIMYNECHOHHBIH CAOH He YYBCTBHTENEH K CBETY, HO
PEarHpYeT Ha BHICOKHE TemmiepaTyphl. CuHe-npozpaunas IIOT ochoBa 3HaUUTENAbLHO YAydiuaer
BOCMIPHATHE METKHX fAeTancii W300pakeHHWR M CHIKACT YTOMAACMOCTH Ija3, 3aKpyrlieHHEE YTIH
OCHOBEI NTO3BOJIAIOT 06pammaTecs ¢ aTof mIeHKoN Tak Xke, Kak ¥ ¢ OOBIMHON PEHTTEHOBCKOM MICHKON.
Tlnenka ynoxkena B KapTPHIK C HAKICEHHBIM HA HEr0O HACHTH(PHKALMOHHBLIM YMNOM, C TIOMOLUBIO
KOTOPOTO NPOUCXOUT Paciio3HABAHKE TUICHKH YCTpOHCTBOM nevaTy.

Tlnenxa Tepmorpaduueckas ans cHcTeM MeIWUMHCKOH Busyannsauuu «Dry Film MS-KX410
A/F» npenuasHaueRa Ans paGoThl B YCTpOHCTBE MEYATH, HCMONB3YIOLICE NPHHLMI TIONYYEHHS
HW300pakeHNA ¢ MOMOMIBLIO H3IMCHEHHS TEMIEPATYPEL.

TexHonorus TepMonedaTH OCHOBaHA HA MONYHCHHH CHTHANA OT HCTOUHWKA TIONY4EHUS WAH
XpaHeHHR paauorpapuueckoro M3obpaxkeHus W npeo0pasoBaHHM 3TOTO CHTHANA B HECTHPaeMBblii
PEHTTEHOBCKWH CHHMOK, KOTOpHIH mnedataerTca Ha Tepmorpadmdeckoil mnenke. ITox BosnelcTsuem
TEMTIEPATYPH 00pa3yeTca OKCHA aKTHBATOPA, a cepeGpPo BOCCTAHABINBACTCA, CO3AABAA W30OpaKEHHE.

Bepens noxymenta vIIT2.15.03.24 1
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BapuaHTbl UICNONHEHURA

HanMeHoBaHWe NASHKH

[IBeT OCHOBBI MAECHKH

Tnenka TepMorpapuyeckas s cUCTEM
MeauurHekoit Busyanusaumu «Dry Film MS-KX410
A/F». BapHaHTax UCMOIHEHHA:

®opmart 8x10 groiimoB (20x25¢cm)

®opmar 10x12 mroiimMoB (25x30 cm)

®opwmar | 1x14 moiimos (28x35¢cm)

®opmart 14x17 mroitmos (35x43cm)

CuHsas npo3pauHas

Bewmnuii Bua:

ITneHka TepMorpapuueckas s cucTeM
MEAULIMHCKOW BU3yalu3aumu
«Dry Film MS-KX410 A/F»

Bepcus nokymenra vIIT2.15.03.24
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Kaprpuax ¢ nnerxoli u Gemsim mucTom Gymars,
KOTOPEIi Heo6X0oaMMO U3BACHD NEPe] NEYaThIo

O6patHas CTOPOHa KapTPHIXKA C
HACHTHOHKALMOHHEIM THTIOM

MeTanmmm3BpoBaHHbI TPAHCTIOPTHEIH NaKeT
(MEAVBAAYANBHAS YTIAKOBKA)

Bepcna aoxymenta vIIT2.15.03.24
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TexHuyeckue xapakrepmcruku MU

Pasmepbl niieRkn.
‘ H

. 7

o )
A-mApuna
B-pnnna
Obmaz Tonmuaa nenkn 0,21:0,01Mm
Tabnuua 1
BapnanT acnonsenss Ilnpuna A, oM Jmana B, cm ,Honymuoe::rmouenne,
®opwmar 8x10 moiinos
(20x25 cm) 20 252 20,1
®opmar 10x12 moiiMor
(25%30 cu) 25.2 302 0.1
®Popmar 1 1x14 moiimos
(2835 cM) 278 35,2 0,1
®opmar 14x17 moiimos
(35%43 o) 352 428 *0,1
TaGnnna 2
Bap S — Pazmep xapTpHIX2 B MM HonycTHMoe OTKIOHeHHE,
{A1EHa X MHPEHA X BHICOTA) M
®opwmar 8x10 moiiMoB
(20x25 en) 380x404x30 2%
Dopmar 10x12 mofimos
(25530 cm) 380x404x30 2%
®opmar 1 1x14 motimor
(28x35 M) 380x404x30 *2%
®opmar 14x17 molimor
(35%43 om) 380x482x30 2%
Tabnuua 3
Coox Cpox xpanenns
Tarn mienkn D mMun D maxc ro :o PacneYaTaABHOrO
AHOCTH H300pakeHRS
Dry Film MS-KX410 A/F <0,25 >2,15 24 mecaua He Gonee 10 ner

D MuH — onrTHyecKas NICTHOCTL BYalH

Bepcua noxymenta vITT2.15.03.24
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D Makc - MaKCHMANBHAR ONTHYCCKAs TIOTHOCTD

Tabmaua 4
Taenka TepMorpaputeckas AN CHCTEM METHUWHCKON BU3yaIMzauuu
«Dry Film MS-KX410 A/F»
BapHauT BcnojHeuRn Macca 1-10 AHCTa NIGHKH, T Macca NIeHKH B YIAKOBKE, KT
8x10 mroliMoB 13 L7
(20 x 25 cm) ?
10x12 moiimon
(25 x 30 cm) 20 2.4
11x14 moiiMon
(28 % 35 cm) 26 3,0
14x17 moiimos
(35 x 43 cM) 39 4.4
ONYCTHMHIE OTKAOHEHHA:
accH | aucra 0,2 ;
acchl IJICHKHW B ynakoske + 10 %

Pasmepsl B JOMYCKW, TNPHMEHAIOTCA TIPH pe3Ke TUIEHKH W HM3MEPAIOTCS B CTAHAAPTHEIX
armochepHBIX ycioBHAX B cooTBeTcTBHH ¢ TOCT ISO 4090-2011, To ecTe Npn Temnepatype (23 + 2)
°C ¥ oTHOCHTENBHOM BraxkHocTH (50 = 5) %.

Pa3Mepsl TIIEHRH MOTYT MEHATHCR H3-32 TIOCTOAHHOTO YCHIXAHHA NpPH CTAPEHUH W BPEMEHHOTO
YCHIX8HHA HIH pa3byXsHHA B 3aBHCHMOCTH OT COACPMAHHA BNAIH B BO3AYXE M €ro TeMnepaTyphl. Ipu
BCKPHTHH YNakoBKA (B TNpeAeNaxX TapaHTMHHOTO CpPOKa XpaHEHUs IIEHKH) pa3Mephl TUICHOK,
H3MEPCHHBIE TIPH TEMNEPaType W BISKHOCTH BO3AYXA, KOTOPHC NPHBEACHH BHIIIE, HE JNOMKHH
OTAYYATHCA OT PA3MEPOB NMPH BHITYCKE B CTOPOHY YBEnWucHHA Oonee ueM Ha 1 MM MakcuMmanbHo
HOMYCTUMOID pa3Mepa H B CTOPORY yMEHBIIEHHs — Goliee deM Ha | MM MHHAMANBHO JOITYCTHMOTO
pa3mepa.

Paznycel CKpYTNICHHSA YTOB:

100 ancros

L Mo Yrma cupyr sounn

Paguye cupyriomms yras

Inenka TepMorpadmueckas AN cHCTeM MeAMUMHCKOM Busyanuzauwn «Dry Film MS-KX410 A/F»
paspaGoTana ana pacneuaTku wHGpPOREX peHTreHoTpadmdecknx wsobpaxennii Ha YcTpoiicTee nedaTH
UHGPOBEIX JHATHOCTHIECKMX MCAMUMHCKMX w3olpaxenuli, mogeneii: MS-460DY umu MS-760DY,
npoussoacTsa komnanuu: «Hugiu Imaging (Suzhou)Co..Ltd.» («Xywo Hmamxuur (Cywkoy) Ko.,
JITa.»).

Bepcus noxymenta vITT2.15.03.24 15
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Onncanne MeToAa CTepuNAM3aLuM, CBEAEGHMA O METOAAX BanUAALMK B
OTHOWEHMH npouecca crepunmsauum (BIAIOYARS MUCALITAHUA H3
GUONOrMYEcKyI0 HarpysKy, HanuuMe NUPOreHHbIX BELeCTS, HaNu4YMe
OCTaTOYHOr0o KONMYECTBa CTEPUWIM3YIOLIEr0 BELIECTBA) M 0 BanuAaLMK
npouecca ynaxosbiBaHus

I[aHHDe MCARLAHCKOS H3ACNHE OAHOKPATHOTO NPHMCHEHHA, MOCTARIACTCA B HECTEPHILHOM BHUIE,

no3ToMy Tpe6oaauml BATHAGLHH B OTHOLICHHH MpoLccCca CTEPHNH3ALMH W BaAHAAUHH Mpollecca
YNaKOBHBAHHA K NAHHOMY H3AC/THIO HCTPUMCHHMEL.

Bepcun noxymerra vITT2.15.03.24 16
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fpeanonaraeMblie noTpedSurenn n nonb3osarenm

TMotenumnanbHuMu  notpeburenamu  TlneHkn  TepMorpadmveckolt ANA  CUCTEM  METWULMHCKON
susyanusauud «Dry Film MS-KX410 A/F» spnsiorcs nauMenTH JeweOHNX yupexacHWil 6e3
BO3PACTHEIX ONPaHHYCHNIA.

[oTeHIMaNbHHMY ~ MOMB3OBATENAMM  ABJAETCA kBamdHIMpOBaHHEH  TiepcoHan
peHTreHorpadHYECKHX OTACICHHI, NPOLIEAMNX COOTBETCTBYIOWHI KYpe o6ydenns.

TepmunoM «monb3oBaTeH» OGO3HAYAIOTCA WA, KOTOPHIE HENOCPEACTBEHHO pabortaior
obopynoBaHHeM, a TAKXS OCYIICCTBAAIOT KOHTPONb HAJl €10 HCTIONb30BAHNEM.

Tlepen TeM, kak TIpACTYMMTL K pafoTe ¢ AaHHLIM 0GOPYAOBAaHHEM, MOJL3OBATENH AOAXKEH
TIPOYHTATH, HHCTPYKUMIO MO MPHMEHEHNAIO, TIOHATH, NIPHHATD K CBEACHHIO W 00eCTIeUHTs 003aTeNbHOe

BHINONHERWE TpeGoBaHif, COACPKALIMXCA Ha BCEX NMPEAYNPEKAAOMWMX W NPEATACHBIIOMWX APIHKAX.
NPeAYCMOTPCHHBIX HA 3NEMEHTAX 060pyA0BaHHA.

Bepcus noxymenra vITT2.15.03.24 17
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®OYHKLKU U BO3MOIKHOCTH

[lnevka TepMorpadudeckas IS CHCTEM MeAMUMHCKOM Busyanusauuu «Dry Film MS-KX410 A/F»
pa3pabotaHa Ans obecrneueHUs BHICOKOH KOHTPACTHOCTH M BBICOKOH OMTHYECKOW MAOTHOCTH MpH
NONYYEHUH BBLICOKOKAYECTBEHHOTO JMAarHOCTHYECKOro M300pakeHHs Ha YCTPOWCTBax Mevatu
UMPpPOBLIX AWATHOCTHYECKHX MEAMLIMHCKMX W300paxeHuil, momenei: MS-460DY unu MS-760DY.
[TpumenseTca B oOlleil paznoONoOrMu W NMpU cneuManbHbIX UCCNEeNOBaHMAX, BKIIOYas Mammorpaduio.
TpeOyloUIMX BBICOKOTO pa3pellleHs W KOHTpacTHOCcTH. [IneHka mno3BoaseT nonydats Oonblie
JAMarHocTHyeckor uHbopMaumuu 6e3 yBenuueHus 1036l 00NyUeHHUs.

[nenka coctouT U3 [T OCHOBBI, NOKPHITOH TEPMO3MYILCHOHHBIM COEM. U UMEET 3aUIUTHBIH CIOM.
obuteit ToamuHoM 0,21£0.01MmM. TepMOIMYNIBCHOHHBINH C0# He YYBCTBUTENEH K CBETY, HO pearupyer
Ha BBICOKHE TEMIepaTyphl, odecrieynBas HU3KHI YPOBEHb BYalH, BHICOKYIO ONTHUECKYIO MIOTHOCTDL W
KOHTPacTHOCTb AMArHOCTHUYECKOTO H300paXkeHKs, OJHOBPEMEHHO C NMPEBOCXOHOM €ro CTaOUILHOCTLIO.
3auwMTHBIA CAOH NpHAaeT YCTOWYMBOCTH MUIEHKH K LapanvHaM, BO3AEHCTBUIO Biaru W JApYrHM
HeONaronpUATHLIM BHEUIHHM BO31€HCTBUSAM.

[Inenka xapaktepusyercs cieayromMMH GQyHKUMAMH U BO3MOXHOCTAMM:

. TexHosorus TepMoneyaTH, NpUMEHseMas ANs MOJYYEHHS KaYECTBEHHLIX AWArHOCTHYECKUX
M300paXKeHWI NpH AHEBHOM cBeTe, 00NlajaeT BaXKHBIMU NPEUMYLLECTBAMU: OTCYTCTBHE XWMMKATOB.
MPOMbIBKH, CYLUKH. AJTUTENbHBIX NPUTrOTOBJEHHIA; 0TNaAaeT He06X0AUMOCTL B 3aTEMHEHHOI KOMHaTe U
JIOPOTOCTOSILEH YTHIH3ALUMUH XUMUYECKHX OTXOXOB. PacxomHble MaTepuanbl He HYXHO MpsATaTbh OT
JIHEBHOTO CBeTa.

. Cuctema npsaMoii TepMHYeckolf mevaTH oOecreynBaeT BBLICOKOKAUECTBEHHbIE uYepHO-Oenbie
n306paxenus: Paspewerue 320 nukceneit Ha aroiM ans MS-460DY. 508 nukceneit Ha aroitm ans MS-
760DY. KO1MueCTBO OTTEHKOB CEPOro 11 KaXA0ro nukcens |14 our.

OcHosa [13T ¢ 3akpyrieHHBIMH yriaMH no3BojseT obpalaTecs ¢ 3TOH MIEHKOH TaK e, KaK W ¢
00bI4HOI peHTreHOBCKoi nueHkoi. TexHonorus npaMoii uKupoBoit neyaTu npeanaraer NpocTory B
MCMONB30BaHWH U yrobcTBo B paboTe. 3arpyxarh IMIEHKY B NMPUHTEP TaK )€ JE€FKO W MPOCTO, Kak
BCTaBAATH KOMMakT-aucK B [TK.

Bepcusa aokymenTa vI1T2.15.03.24 i 18 |
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Pucxu npu npuMeHEeHUN U Mepbl NPefoCTOPONKHOCTH

Bce dKcruryaTalHOHHBIE PHCKH TIPEMEHEHHS MEAWUMHCKOTO Haaenus ITnenkn Tepmorpaduveckol ans
cucTeM MeanumHckol Basyanusauud «Dry Film MS-KX410 A/F» B 0CHOBHOM CBEICHH K NPABHALHBLIM
YCNOBHAM XPAaHCHUA H SKCIUTYATallWH, & UMCHHO:

o XpaHeHHC M WCNOAB30BAHHE W3ACAMA OCYUICCTBISNETCA B COOTBSTCTBHH ¢ TpeOOBaHHAMH
HHCTPYKUHH N0 TPHMEHEHWIO, JUIS 3TOI0 HEOOXOAWMO KOHTPONMPOBaTH CPOK TOAHOCTH TIICHKH.
KOTOPHIit YKa38H Ha BHELIHCH YIIaKOBKE H3JACIIHA;

o XpaHCHHE ¥ TPaHCTIOPTHPOBKZ W3ACAWA NMOA GONLWIHMM BECOM TPHBEACT K NMOMYTHCHMIO W3-3a
W30HTOYHOTO JABACHHUA M MPOUHM AeheKTaM Ka4yecTa.

o XpaHEHHe IIPH KCTPEMANBHO BLICOKHX TEMTIEpATYpe M BINAXHOCTH TIPHBCACT K CNUMAHKIO W
NOMYTHEHHIO W3ACANS, YTO OTPHLATEIILHO CKRXKETCHA HA €ro KauecTse.

[neHka AOMKHA ACNOAL30BATLCS TONLKO B COUCTAHHM ¢ TeM OOOPYROBAaHHEM WU KOMTIOHEHTaMM
obopynoBaHHA, KOTOPHE ABHHIM 00pasoM obbasneHnl koMmaHnelt «Xywo Umampxunr (Cywxoy) Ko.,
Jita.» Kak COBMECTHMbIC C AaHHbIM ycTpoiicTBoM. B npoTuBHOM cnyuae BO3MOXHA HEBEpHAA OUEHKA
TIOPAXKEHHA HA CHHMKE, YTO MOXKET TPHBECTH K ITOCTAHOBKE HEMpPAaBWILHONO JAMArHo3a ®H
HEMPaBHIIBHOMY NEYCHHIO TMAIMECHTOB, KOTOPOE MOXKET WM HaBpeAHTe. TIpH HCTIONB30BAHHMH TIIEHKA €
deexTaMu KauecTBa BO3HHKAECT HEOOXOAWMOCTH FOBTOPHON NneEuaTH CHUMKOB, YTO CHHXaeT
3¢ PeXTHBHOCTD pabOTH JIEICOHBIX YUPEKACHWH.

o TInenky, XpaHWBIIYIOCA NPH HW3KOH TEMIIEPAType, NEpe HCIONB30BAHHEM CICRYET NMEPEHECTH B
TIOMEIICHHE ¢ KOMHATHOH TeMTiepaTypolt. [Tepea BCKPHITHEM OPHIrHHANBLHOM YTIAKOBKM NACHKY CRexyeT
OCTaBHTh B OMEICHHH, B KOTOPOM OHa OyJeT HCNOJNb30BATHCA, MHHUMYM Ha 4 yaca, yToOBl H3bexkars
KORJACHCALMH BOANHOTO Napa Ha MOBEPXHOCTH TUICHKH H ec moBpexacHus. C NAeHKaMHM chexyer
o0palmaThC OCTOPOXKHO: HE CMHHATh, He Crubarh, HE CKpyYMBaTh W TepeTh, YTOOH u3bexarsb
TIOABNICHHA apredakToB M CTATHMECKUX LIYMOB Ha CHHMKaX. Henb3a paGoTaTs ¢ nneHkol BraxHbIMH

PYKaMH.

MPEAOCTEPEXEHHUE: JIioboe MeaMuMHCKoe 060pYAOBaHAE JOIDKHO
SKCTUTYSTHPOBATHCA CTICHHANBHO 00YUCHHBIM H KBATH(PHLIMPOBAHHBIM TIEPCOHANIOM.

TMPEAOCTEPEXXEHME: TInenka Z0/mkHa KCTUIyaTHPOBAThCA CTPOTO NO Ha3HAYCHUIO
u ¢ cobmoaeHneM HeoGXOmMMEIX TEXHHYeCKHX TpeOorannii. Mcnoms3oBakne W3fiCHAs
He TI0 HA3HAYEHHIO WM ¢ HapyNICHHEM TEXHHYCCKMX TpeGoBanuli MOMKET MPUBECTH K
YpE3BEMAKHON CATYAlUNH, NpeacTaBngiomel onacHOCTE 3A0POBLIO JMOACH, HAPHMED,
: . | prck mocTaHoBKH OWMOOUHOTO ZMarHo3a. B Takmx chywasxX NMPoU3BOAWTENb HE HeceT
OTBETCTBEHHOCTH 38 NOCNCACTBHA.

TTPEAOCTEPEXEHHE: He noaeepraiite naeATHOHKALMOHHLIN ONO3HABATERAD (UMT)
H3NHITHEMY BO3ACHCTBHIO SNCKTPOMArHHTHEIX TOJEH.
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CuMBO/bI M YCOBHbIE 0603HauYeHun

CumBOJILI HEOOXOAUMBI 111 MPUBJIEYEHUS BHUMAHUS 10J1b30BaTeNI K BaXHON WHPOpPMalUU, HANPOTHB
KOTOpPO#H OHM pacnonoxeHbl. 3aMOMHUTE 3HauUeHWe CUMBONOB. CBepATECH C JaHHBIM pa3aesioM BCAKMI
pa3. koraa Bel He yBepeHbI B 3Ha4eHHH CUMBOJIOB WITH YCJIOBHBIX 0003HAYEHUH.

H3obpaxenue

3HaueHue
CHMBOJA

BHumanwue!

O6patutech K HHCTPYKLIHH O MPUMEHEHUIO

HUsrotosBurens

Jlata usrorosnexHus

Cumeon «Mapkuposka CE»

CepuiiHblit HoMep

AR RI=1

.,
¢
/,
o

7

CumBon «11ep>|<a1'|> BJaJIH OT HCTOYHUKOB TE€MJIa U PAAHOAKTUBHOI'O U3ITYUYCHHUA»

|8

CumBoa «OrpaHudeHHe BNIaXKHOCTHY

! Cumeon «Xpynkoe»
‘ ":'a
T Bepeub oT Biaru

n BEPX

Cumsoa «Mcnonb3osars n0: »

j#, CumBon «TemnepaTtypHoe orpaHH4eHHe»
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MapkupoBka

1. MapKHpPOBKA MERUIIHHCKOr0 H3ACIHA HHAHBHAYAAbHOH YyIIAKOBKH
1.1 Mapxuposka MH wHANBAAYATLHON YNAKOBKH (Ha S3bIKE OPATHHAJNA)

Prochuct Mame: Medical Dry kmaging Film

Stan:

SschNo.:

Production Dass: Expikation Dete: '3

‘BmperatwreRange: 10T~35T  Humidity Kange: 30%°60%
Manuiscturer: Buqiumaging (SuzkoujCo, L2d @@

ASOres: N0.T5 Nenmushun ROed, SHD, Suthow 156, fargea, China

Mo

JanEkic MADKHPOBKH;
Jloroman Hpowssoawrens
Mozesns

TalapuThi, KONHUYECTBO AHCTOB
Batch No.: - HoMep napTau

Jlara npon3poacTea
Hcnonssoears ao

TeMnepaTypa npy 3kcnNyaTaunn
OTHOCHTEEHAA BNDKAOCTE IPK IKCIUTyaTalHH
HavMeRoBaH#Me NPOH3BORKTENA
Anpec MecTa NPoH3BOACTBA
Mecto nponssoacTra

1.2 Ofpasen MAPpKAPOBKH HA PYCCKOM A3bIKE

hug

BN CRETEM MEANKNWRWOH BHIYAINIANN
Dry Film MS-KX410 A/F

PY P3H Jb 202321140 o7 1999242

CHE
Y o T
- CH

Kywe Marycmus (Cyeney) Ko,

Karall, spesusowns Ilwwcy, Cyrwes,
18163, Houwil galiow Cyvry, Towsrywas Pupn, 19 E
et 1 A0 ARTEIgreATS, 23, ¢ MacI.
M A LY (CREE

M 100 INCTUS

TMnexxa TepMorpadrueckas ANA CHCTEM MEAHLMHCKON
suzyamzauuu «Dry Film MS-KX410 A/F» umeer
MapKHPOBKY, COICPAXAIYIO CAESAYIOMME JAHABIE:

- JloroTun npenpASTUS-A3NOTOBUTENA;

- HBHMEHOBaHMe;

- MOAenb,

- XapaKTepHCTHKH W3ENAA (KON-BO JINCTOB B
ynakoske, GpopMar B ¢M, JoliMax)

JIaTa W3rOTORJICHRS;

- WCTONB30BATE JO.

- cepuitHuil HOMeD;

- TIporasoaurenb, MECTO NPOX3BOJCTBEA.

- O6paTvTECh K RHCTPYKIHH 110 TPHMEHEHHIO

- VYnonHoMO9eHHEIH NpeACTABHTEND RPOUIBOANTENS

1.3 O6pasen kneesoro crukepa ¢ QR- xoxom
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JUna 3aUMTH METHIHHCKOIO H3ACTHA OT NOJYIENTKH, Ha
KOKAYI0 WHAMBHAYANLHYIO YNAKOBKY HAHOCHTCH
Hekonupyemsilt QR- kol ¢ AByxdakTopHo#t cHcTeMoit
NIPOBEPKH.

Hexonupyemult QR-xon - 370  yuHKanbubiil,
CNeUHANHSHPOBAHHbIE ™n QR-xoaa,
ofecrieunBalonIHit KOHTPONDL NMOLTHHHOCTH M 3ALIHTY
A3ZeNUs OT TIONKENKH WIH HECaHKUMOHMPOBAHHOTO
KONUpoBaHHS. QR-KOA HEBO3ZMONKHO CKOMHPOBATL H
pacneyaTaTsh Ha obLuHOM NpHHTEpe.

JanAnilt  QR-k0m CYMTHBRETCA ¢ MNOMOUILIO
cleuHansHoro npunoxkenus  paspaGoruwka Pro
Control, B koTopoM oToOpakaerTcs KH(poOpMamus Ha
KHTa/lCKOM H pYCCKOM S3bIKaX:
*CTpaHa HasHadeHHA — Poccus;




*YNONIHOMOMCHRBI TPEACTAaBHTENIL  TPOH3BOAMTENA
«Xymo Hmamkuar (Cywxoy) Ko. Jito» (Huqui
Imaging (Suzhou) Co., Ltd.) — OO0 «Meakopn-
MT»;

SKOHTAKTHEE HaAHBie kommaaun 000 «Meaxopn-
MT».

1.3.1 lIpraoxeane s cIATHIBAENS AHpopManuy no QR- xoxy
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JNa  TNOATBEpKACHHA  TOANHHAOCTA  HIACIHA,
Aeobxoaumo orTckanuposath QR-kox ¢upMeRHbLIM
MoOrALHBIM NpunoxenueM Pro Control.

Yrobkt yCTAaHOBHTH NpPWIOKEHHE Ha CMapThoH,
HeobxoanMo:

1. 3alitu Ha cafiT www.pro-ctrl.ru ¢ ycrpolicTea, Ba
KOTOpOS HE NOJAPasyMeBacTCA  YCTAHOBKA
TIPUIIOKEHNUS;

2. OTKpHITE NPHIOKERUE KaMeph! Ha CMapThoHe;

3. Hasectu xamepy Ha QR-koa, pasMeineHHbilt Ha
caire Pro Control, n oTckaHHposarh ero.

Mocne 3TOro, Ha 3KpaRe NONBHTCA YBEOMAECHKE.
KocHntech yBemoMneHHA, KOTOpOe TIONBHTCA Ha
patieM Android, iPhone wnu mnanwere. Cneayiite
HWHCTpYKUMSM  H2  skpame. [Jlamee  Gymere
TICpEeHanpaBleRsl IPAMO K TPHACKEHUIO, KOTOpOe
cobupaerech 3arpy3ums (Marasin Google Play, nu6o
Apple Store).

HAns BHIMOTHEHHA NPOBEPKH TIOTHHHOCTH
MEOMLIHACKONO H3AeNus, TNpoilauTe chexyomme
ITANbI;

1. 3aiinure B npmaoxerme Pro Control mns
ckarnposaHus QR-Koj1a Ha MPOXYKIIKK;

2. Haunure npoeepky Oe3 perncTpauun aubo
upoligaTe perncTpanHio W janee  cnemyire
YKa3aHWAM B PHIIOKEHAH.

3. Haseaure kamepy Ha QR-kon.

4. Tlocne cKkaHMpPOBAHHA HA 3KpaHe Balllero
yeTpolicTra nossRTCA HAjopManns,
MIOATBEPXKAAIOILAS 2YTEHTHIHOCTL TOBapa.

5. Jina nonydeHWs JAONONHATENLHBIX CBeleHull o
MPOAYKUNH, HAKMHUTE Ha H3oOpakenne Gpera.
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2. MapkHpoBKa MeAHLIHHCKOTO H3EJHS TPAHCIIOPTHOI0 Kopoba

2.1 MapkupoBKa TPaHCIOPTHOro Kopo6a (Ha A3bIKe OPUTHHA/IA)

hu.g Model: MS-KX 410 AJF

Product Name: Medical Dry Imaging film i

Size:

Batch No.: Weight: i
Production Date: i Date: €
Temperature Range: 10C~35  Humidity Range: 30%50%

Manufacturer: Hugiu Imaging {Suzhou)Co.,Ltd

e
.t

Adareis 80.19 Tanmushan Rusd. SND. Sudhow 215183 Jange. Chwe
Made inChina

Ha TApHCNOPTHOM KOpO6C HAHECCHBI CHMBOJIbI:

gannue MapKHPOBKH YIIAKOBKH

Jlorotun lpou3ssoaure:s

Mozens

I"abapuTsl. KONHYECTBO THCTOB
Batch No.: - Homep nmapTuu

Macca kopo6a

Jlata npoussoacTea

Hcnons3oBats 10

TeMnepaTypa npn TpaHCTIOPTHPOBKE
OtHocuTenbHas BAOKHOCTb MPH TPAHCMIOPTHPOBKE
HaumeRoBaHue npoussoautens
AZlpec MecTa MPOU3BOJACTBA

MecTo npoussoacTea

BEPX

BEPEYB OT BIATH

Bepcua nokymenTta vI1T2.15.03.24
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Mpocrpancreennbie TpeboBaHMA K NOMEUEeHMIO, COBMECTUMOro

obGopynosaHus:

e

1. TlpoctpancTeo, HeoGxonumoe s OGCTyXHBaHKS YCTPOHCTBA EHATH
2. TlpocTpancTeo, HeobxoauMoe A OGRIYHOH SKCTUTyaTaluu

Bepens nokymenta vITT2.15.03.24
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O6yueHue

lMepex Tem Kak mpucTYnuTL K paGoTe ¢ MIEHKOI M0b30BaTENb JOIKEH MPOHTH COOTBETCTBYIOLLYIO
MOAroTOBKY M MONYYUTH 3/IEMEHTapHBIE HaBbIKK M0 6e30nacHOMY U 3PPEKTHBHOMY HCMONL30BAHUIO
MEIMUMHCKOTO u3jllenud. B oTaenbHbIX cTpaHax TpeGoBaHMS K MOATOTOBKE MEpPCcOHana MOryT UMeThb
HHIUBUIYANbHYIO CIIELUHUKY.

[onb3oBaTenu A0/mKHbE yOEAUTBCS B TOM, YTO OHW NPOLUSIM MOATOTOBKY B COOTBETCTBHUM C MECTHBIM
3aKOHOAATENBCTBOM MM MOJIOKCHUAMU. KOTOpble HMEIOT 00A3aTebHYIO (IOPHIWYECKYIO) CHJy.
Moapobuyto uHbopmaumio 0 NOArOTOBKE MEPCOHANa MOXKHO TMONYYHUTL Yy  YNOJHOMOYEHHOIO
MpeacTaBUTeNIs KOMNaHWKM Npou3BoauTe s B PO.

MMoab3oBatenb J0TKCH 06paTUTL 0cO60e BHMMAHWE Ha CHEAYIOUYH) WHAOPMAIMIO B CUCTEMHOI
JOKYyMEHTaUWH:

* HazHauenue.

* [Ipeanonaraemsle noab3oBaTeny.

* Vka3zaHus 1o TexHuke 6e30MacHOCTH.

Bepcusa noxymenra vI1T2.15.03.24 | 25 ‘
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CooTBeTcrBuMe HopMaTuBaMm M CT aHfapTaM

. | HauwonanbHblii cTaHaapT
Ne | Mexaynapoausiii
/n cranzapT HJIM nepeBoa HaumeHnoBaHHe cTanaapra
MeXAYHApOJAHOro cTanjapra
DIN EN ISO HUzaenns meanunuckue - CUCTEMbI
2 13485: 2016 'OCT ISO 13485-2017 MEHEJDKMEHTA KAYECTBA -
’ TpeboBaHWs ANS uenei peryjiupoBaHus
DIN EN ISO HU3AEJIUA MEOULUUHCKHUE -
3 14971 2019 OCT ISO 14971-2021 [TpumeHeHHe MeHeIXKMEHTa pUCKa K
MEAMLUHUHCKHUM H3AETUIM
MeavuuHckue peHTreHorpadpuieckue
) KacCeThI/3KpaHbI/TIIEHKH U NUIEHKH 118
4 150 4090:2001 FOCT ISO 4090:2011 TBEPABIX KOMHIt H300paxeHus.
Pa3zMepb! ¥ TexHHUYECKHE TpeOOBaHUs
H3AEJIUA MEAULIMHCKHUE
CHMBOITBI, MPUMEHAEMBIE TPH
DIN EN MapKHpOBaHUU MEAULIMHCKUX U3ETHIA,
> 1ISO15223-1:2016 FOCT P HUCO 15223-1-2020 Ha 3TUKETKaX U B COMPOBOAUTENbHOM
JOKYMEHTaUWH
Yactb | - OcHoBHBIE TpeOOBaHUs

Bepcus noxymenra vi1T2.15.03.24

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




BsauMopeicTBMEe C BHEWHWMMK CUCTeMaMK

lMnenxa AomKHA WCMONB30BATHCA TOARKO B COYETAHHM C TeM OGOpYIOBaAHMEM HIH KOMTIOHEHTaMH
ofopyaoBania, KOTOphie ABHLIM 00pasom oGbsBrenn kKommanuedi «Xywo Mmomxunr (Cywxoy) Ko..
JITa.» KaK COBMECTHMEIE ¢ AaHHEIM YCTPOHCTEOM. JINA MEYaTH W MONydYeHWS 9YeTKHX M MUIOTHBIX
u300paxkeHKH B OTTEHKAX Ceporo LBETAa HCTIONB3YeTCs OpHrMHanbHas [nenka Tepmorpaduveckas ans
cucteM MeauuuHcxkoit ensyanwsaumn «Dry Film MS-KX410 A/F» c cumell OCHOBOH paznuuBbix
dopmaros 8x10 moitmor (20 x 25 cM), 10x12 moiimos (25 x 30 cm), 11x14 molimMos (28 x 35 cM) U
14x17 motimMoB (35 x 43 cm), npoussoacTea «Xymwo UMamkuur (Cyaxoy) Ko., JITa.», COBMECTHO ¢
YcrpoiicteoM meuaTH UA(DPOBRIX AHATHOCTHHECKHX MEHWLMHCKMX H3oOpamennii. mopenei: MS-
460DY nnu MS-760DY, npouseoacrsa «Xymwo Hmamxwnr (Cywwoy) Ko., Jita.». Hcnonssosanue
TUIEHKH B APYTHX YCTPOHCTBAX neuaTH 3anpelneHo BBHAY OTCYTCTBHA COBMECTHMOCTH.

JaHHBIE COBMECTHMBIE YCTPOHCTBA MPEACTABNMOT cobolt HacToNMbHBE LMdpoBLIE TepMorpadIuecKie
yoTpoficTBa MedaTH. IJTO O3HAYACT, YTO JAHHOE YCTPOHCTBO TMEHATH MOXKHO TIOAKRIOMHMTD
HEMOCPEACTBEHHO K (MMelomelica) nokambHo#H cerH Ethernet Gez ofs3aTentHOro Hcnonb3oBaHuA
JAOTONHHTENBHOTO, B T.Y. BCIIOMOTraTenbHoro oGopymoBaHus. Takke ycTpolcTBo meuatm ofnazaer
TIOMHON COBMECTHMOCTEIO ¢ nportokonoM DICOM. B atoit ceasu, crangaptaii mporokon DICOM
MOXCT HCTIONB30BATHCH B KAYECTBE CETEBOrO MPOTOKOJA: TAKWM 00pazoM, YCTpOHCTBO meuatH
cnocoGHo 06paGaThiBaTh M BHIBOZMTH H& NEYaTh 334aHMA B pamkax mnpotokona DICOM Ges
HCTIONL30BaHKS AOTIONIHUTEABHOTO, B T.4. BCIIOMOTATENEHOT0 050pYAOBaHHS.
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CootBercreue rpebosanuam 6esonacHocTu

Bo n3bexanne npuanHeHNA Bpelia cOOMIOAANTE CIEAYIOMAE MEPH NPEAOCTOPOKHOCTH:

* Heobxoaumo XpasWTs M WCNONL3OBATL H3NE/INE B COOTBETCTBHH C YKA3aHMAMH MACTPYKUMH N0
DPAMEHCHHIO.

¢ XpaHeHue W TPaHCTIOPTWPOBKA M3ACHHA NoA GONBWMM BECOM MPHBEAET K NMOMYTHEHUIO W3-3a
H30LITOYHOTO AABACHHE U MPOYHM JehEKTAM KAYeCTBa.

*+ Hcnom3osanKe W3kENHA ¢ HCTEKIUWM CPOKOM TOJHOCTH MOXET MPHBECTH K HEBEPHOH oleHKe
MOPAKCHHA HA CHHMKE, YTO MOXET TNPHBECTH K MNOCTAHOBKE HEMPABHILHOIO JMAarHosa #
HEMpPaBHILHOMY JIEYEHHIO NALHEHTOB, KOTOPOE MOXET HM HABPEMTD,

Cobmoaenue Mep npeocTopoiuocTeli @ PACKOB NPH IKCNAYATANER, YKasaHRbX B Hacronmeit
BHCTPYKIHH 0 NPHMEHERHIO SBAKIOTCA o0i3aTenbALIMI,

B cnyuyac BOSHHKHOBEHHN BOTPOCOB ofpamaiitech K YNONHOMOYECHHOMY MPEACTABHTENIO
npoussogurens s PO.
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W3MeHeHue popMaTa NNEHKU AN SIOTKOB

[Inenku Tepmorpaguueckue A5 cHCTEM MeIUUMHCKON BU3Yanu3auMu ueTbipex gopmatos (8x10
atoimoB (20x25 cm). 10x12 aroiimoB (25x30 cM). 11x14 moiimoB (28x35 cm), 14x17 moiimos (35x43
CM). COBMECTHMBI ¢ ycTpoicTBaMH nedath MS-460DY wnu MS-760DY. Tpu dopmara u3 kotopbix
8x10 moiimoB (20x25 cm), 10x12 motimoB (25x30 cmM), 11x14 mrolimos (28x35 cM) noMewaroTcs B
BEPXHHUH JOTOK ycTpoicTea neyaT. [nenku pasmepom 14x17 moiiMos (35x43 cm), |1x14 moitmos
(28x35 cM) momelaloTCA NO OTAEABHOCTH B HWXKHHIA NOTOK YCTpOMCTBAa neyatv. B kakmoi cekuum
pacrnonoxeHo mo ABa ynopa ans  kKapTpuakei. Tlpy neyatw Ha nnenkax pasmepom 8x10 mioiimos
(20x25 cm). 10x12 moiimoB (25x30 cm). 11x14 atoitmos (28x35 cM) ynopbl s KapTPHAKA A0IKHBI
ObITh 3akpensieHsl B nosuumsx Al u A2, kak nokasaHo Ha pucyHke Hwxke. [Ipu neuatu Ha nnewke
pasmMepoM [4x17 molimoB (35x43 cM) ynopbl NS KapTpUIKed JOMKHBI ObITh 3aKpenicHbl B
nonoxeHusx Bl u B2. Tlpu ycraHoBke ynopoB Ans KapTpuikeil Kpyriaylo 3allenky HEOGXOAMMO
3aKpETIMThL Ha JIEBOM YIOpe B JIEBLIH Ma3 BLIABWXHON CEKUMH AN KapTPUAXKA W 3aTeM CABUHYTH €ro
B1eBO 15 ¢pukcaumnn. ToT xe npouecc Ao/mkeH GbITL MOBTOPEH € NPaBoi CTOPOHBL.

PacnoJjioxkenHe NJIeHKH B JIOTKaX.
Cnotei ana ycraHoBKHM
KapTPUAKeN AN NNCHKW Chorbt gnA YCTAHOBKM KapTpuaKen ann

pasmepom 14x17 aioitmos Ynopuoi o KapTpuaka nneHku pasmepom 8x10 proiimos,
10x12 mpoiimos n 11x14 protimos

Bepcus nokymenra vI1T2.15.03.24
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Cnoco6 npumenenus. NMpouenypa 3arpyskm NJIEHKH

B 3ToM pa3saene onucaHa mpoleaypa 3arpy3kd B yCTPOWCTBO MeYaTH TUIEHKH € COOTBETCTBYIOMIMMM
XapaKTepUCTHKaMH.

B ycTpoiicTBO nevaTu MOXHO 3arpyxkarts 1ieHKy ¢opmatos 8x 10 moitmos (20x25 cMm). 10x 12 aroiimos
(25x30 cm), 11x14 aroiimoB (28x35 cm), 14x17 moiimoB (35x43 cMm)

Ipuseuanue: Ans cMeHbl GopmaTa NIEHKH HEOGXOAUMO WIMEHUTL KOHUTYPALIUIO
J0TKa.

IMpoueaypbi 3arpy3ku NIEHKU IS BEPXHETO W HWXKHETO JIOTKOB OJMHAKOBLI. B paccMOTpeHHbIX
HWXKe NpUMepax, MpeanonaraeTcs, YTo Heo6X0AUMO 3arpy3uTh MIIEHKY B HHXKHHI 3arpy304HbIit JOTOK.

NMPENOCTEPEXEHHE:

BanpemaeTcn A06aBNATH AOTIONHUTETbHbIE JIMCTHI MIEHKH B HCMOJIb3YEMYIO B HacTosALLIEE

BpEMSi KapTpPUIXK C TNeHKOW. B mycTo#t 3arpy3o4Hslii 10TOK MOXHO 3arpyXaTh TONbKO
LeJIbl KapTPUIXK C NJIEHKOM.

TIpouenypa 3arpysKH nienku
I._OrkpoiiTe nycTo# 3arpy304HbIH JOTOK.

MMPEJOCTEPEXEHHE:
Bo u3bexanue 3aMATHSA NIEHKYU 3arpy30U4HBIN TOTOK CllEAyeT OTKPbIBATb MONHOCTBIO.

2. Bo3bMHTE KapTpUIK C NIIEHKOM, 3aNasHHEIN B METALIU3NPOBAHHBI MaKeT U BCKpOWMTE €ero.
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lTpuveuanue: Y6eaurech, YTO TUN MJICHKKM B KaPTPHXKE COOTBETCTBYET APILIKY Ha
notke! Ec;iv BB MCTIONb3yeTe MIEHKY APYrOro THIA, PEKOMEHAYEM CMEHUTD APIbIK
Ha NOTKe.

ITpuvtevanue: Bee ieHCTBUS ¢ yITaKOBKOH flerye MpoebiBaTh, ONOXUB €€ Ha
cron. Tlepen 3Tum ybeaurechb, 4TO Ha CTONE HET MbLTK!

3. YactuuHo cHuMUTE Me'rannmuposauubu‘i MaKeT.

4. Tenepb KapTpUIX C MNEHKOH MOXKHO MOMECTUTL B 3arpy304HBIH JOTOK M MONHOCTBIO CHATH
METaTU3UPOBaHHBIH NaKeT.

5. W3enekute Genbiii 3aWMUTHBIA JIMCT.

6. 3akpoiite 3arpy304HBIii JIOTOK.

IIpumeuanue: B cnyyae HenpaBUIIbHOM 3arpy3KH KapTPUIDKa C MIEHKOH B 3arpy30uHbIi
JTOTOK, YCTPOWCTBO MeYaTH OCYLIECTBUT pacrieyaTKy H300paXeHHUs Ha 06paTHOM CTOpOHE
AUCTa (He MMEIOLLCH IMYILCHOHHOTO NOKPbITUA). TPy ITOM. BO3HUKHET 3aTOpP NMIEHKMU.
Oneparop nomy4ut coobuienue o pacneuatke u3o6paxeHus Ha 06paTHONM CTOpPOHE JIUCTA
TUIEHKH W 3anpoc o6 yCTPaHEHWH 3aTopa UIEHKW. a TaKXKe O TPOBEPKE MPaBUILHOCTH
3arpy3KkH MIeHKH.

NPEAOCTEPEXEHHE:
TMonb30BaTens He A0MKEH NMOBTOPHO UCTIONBL3OBATE MJIEHKY, MONABILYIO B 3aTOP.
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MpaBuibHOE PacnoNoKeHNE NIEHKU B 3arpy304MHOM NOTKe

ﬂpasunbnoe pPacnoJJOKEHUE JIMCTOB TMJIEHKHW B TOTKE MOXHO TIPpOBCPUTH MO 6.TIM)KHCM)’ NEBOMY
Yro.IKy NJICHKH. v 3AKPYTJICHHUA 3TOro yrojlka UMEETCA BbICMKA C HAIPE30M.

MMeHHO 3TOT yron npu 3anpaBke KapTpuaka ¢ TNIEHKOW B JOTOK YCTpoOiCTBa fnevaTw J0JKeEH
BCEI'ZIA HaxoauThcs B 1€BOM ONMXKHEM YITy JOTKa (MPU 3TOM MMOBEPXHOCTh (HOPMHPOBaHUS
M300paXKEHUS HAXOAUTCSA CHU3Y).

.
DAL E BN G NN N e

[lpy  3aKpbiTHM 3arpy30MHOrO JIOTKa YCTPOWCTBO Me€YaTH CUUTHIBAET HWACHTMHHKALWOHHbBIE
OTIO3HABAaTENH MIEHKH W aBTOMaTHYECKU MPOU3BOAHT HEOOXOAMMEIE YCTAHOBKH.

WneHTHOUKALUMOHHBIH OMO3HABaTeNb PacmoNoOXeH C 3aJHel CTOPOHBI KapTpuaka ¢ naeHkoil. Ha
PUCYHKe HUXe U300paxeH KapTpHIK C MJIEHKO# ¢ 06paTHO# CTOPOHBI.

Bepcua nokymenra vI1T2.15.03.24
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KoHTpons kayecrsa

PerynspHbifi KOHTPONL KauecTBa HEOOXORWM ANR ONMPENCACHUA W TOANCPKAHWS HA TIOCTOSHHOM
YPOBHE AOMKHOIO KauecTBa H300paskeHUA.

B ycrpofictee neuatr mpeaycMoTpeRa aBTOMAaTHYeCKas MpOLEAypa KOWTPONS KayecTsa, KoTOpas
COOTBCTCTBYCT TpeGOBAHHAM K TECTAM Ha BOCTIPOM3BOAMMOCTH INKANH CEPOTO, ONpeAenseMolt
COTJIACHO MEKAYHAPOJHOMY CTAHAAPTY KAYECTBA.

MecTHEIMH HOpPMaMH H NPaBUAaMA MOXET OHTH NMPEAYCMOTPEHO HCTIONB3OBAHUE KAKHX-THOO0 WHBIX
METOAMK.

Tpouientypa KOHTPONA KAYECTBA COCTOHT M3 KOHTPOIS KAYECTBA TECTOBOTO H30GpaskeHNs.

* Tepen mawanom paGoTel HeoGXOAWMO pacrieyaTaTh TecTOBOE H30GPRKEHMeE, KoTopeie Oyayr
HCNONB30BATLCA B JANGHCHINEM A/ KOHTPONA M NPOBEPKH KAYCCTRA H306pakeHns (SKEroaHo).

ITpumenanue: Bunonnsiite neficTeus, NpeAycMOTPEHHbIE B PAMKAX MPOBEPKM KaYecTsa
NEYaTHBIX CHHMKOB, A4 KKAOTO 3aTPY304HOTO JIOTKE, B KOTOpPOM Heronbayetcs Mnenka
TepMorpadpudeckas ANA CHCTEM MERHUWHCKON BU3YaNM3aITHH,

PesynetaTsi npoBepok 3aHOCATCS B TaGMULE KOHTPOAX KadecTea (nanpumep Tabmiua woHTpona
PEOMETPHUCCKHX NapaMETPOB, CM. COOTBETCTBYIOLUMH pa3nen.)
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TecroBoe n3o6paxceHne AN KOHTPOA KayecrTsa

[lpumep KOHTponbHOTO TecTa ¢ TpeboBaHMeM K KadyecTBy u3obpaxeHns SMPTE, pacneuaTaHHbIi
CHHUMOK JI0JDKEH COOTBETCTBOBATD CIEAYIOLUMM TEXHUUYECKHM YCIIOBHSM:

(1) Tlons 1 (4X) coxepxar 6 kBaiparoB ¢
TOPU3OHTANLHLIMM M BEPTHKANLHBIMU  YePHO-
6enbiMu nostocamu (upuHa 1.2 M 3 nukcens)
[Nposepka: Kaxnablii U3 6-TH KBaapaTtoB JOMKEH
Nnoka3biBaTh CTabUIILHOE paccTosSHHE Mexay
YEPHBIMHU U O6eNbIMU NONOCAMK  (MTOMEXH J0JKHBI
6bITb  MCKMIOYEHBl, T.K. JTO  BemeT K
HepaBHOMEPHOMY PACCTOSHHUIO MEXTY MOJIOCaMH)
(2) Tlons 2 (4X) comepXar TOT ke PUCYHOK. HO C
MEHBLIUM KOHTPAaCcTOM .

lMposepka: Bce 6 kBaapaToB AOMKHLI OblTh
BUIAUMBI.

(3) TMons 3 comepxkar onpene;lcHHOE KOMHUECTBO
KBaJpaToB C OAWHAKOBO MNAOTHOCTBIO.

lposepka: Bce uHAMBHAYyanbHblE KBaApaThl
JO/KHBI  UMETb  NMOCTOAHHYIO  PaBHOMEPHYIO
NIOTHOCTH, O€3 MONIOC U ToUeK.

(4) Tlone 4 comepxuT YepHnlii kBaapat co 100%
ONTHYECKOH MAOTHOCTBIO C MEHbLIWM KBaJApaToM
BHYTPH, UMEIOLIMM 95% MIOTHOCTS.

Ione comepXUT y4acTok ¢ ABYMA pa3nu4HBIMH
NJIIOTHOCTAMM, T.€ Manblii KBaaApaT BHYTPH
Gonbworo, ¢ HE3HAYHUTENLHLIM pa3IUdUEM MO
MIOTHOCTH TIOYEPHEHHS, IOMKEH ObIThL BUANMBIM.
(5) Tlone 5 comepxuT cBeTnblit kBagpaT (0%
TJIOTHOCTH) C HebONbUIUM CepbIM  KBAaApaTOM
BHYTpH (5%). [Tone coepkuT y4acTok ¢ AByms
Pa3sNHUHBIMK TUIOTHOCTAMH. T.¢ Manelii KBaapar
BHYTpH 60NBLIOTO, ¢ HE3HAYMTENbHBIM Pa3IHYHEM
Mo MJOTHOCTH MOYEpHEHUSA, JOMKEH OblThb
BUAWMBIM.

(6) Tlone 6 coaepxutr uepHbIl KBagpaT
MakcHManbHoit mIoTHocTeo 100%

IMposepka: Ksaapar pomkeH mnokasbiBaTh Dmax
(o ymonuaunuio — 3.2 0.D.)

(7) Mons 7 coxepxaT CcBeTAble KBaApaThl C
nnotHocTeio 0%

lpoeepka: Kpagpar gomkeH nNoka3biBaTh
CTENEHb TIOYEPHEHUS ByalW (AN NJEHKH Ha
roay6oii ocHose — 0.2 0.D.)

A
4 N
\. V.
A-wMpHHa
B-anuHa
INPEAOCTEPEXEHHUE:

Xopoune ycnoBHs NMPocMOTpa KpaliHe BaXHbI /s MPABUILHOW WHTEPNPETAlMH Kak
AMarHOCTHYECKUX. TaK M TeCTOBLIX u300pakeHuit. ObecrneybTe WHTEHCUBHOCTH
OCBETUTENSA (CBETUMOCTB) Ha ypoBHe oT 2000 a0 4000 ka/m? (UBeTOBas TeMnepaTypa oT
4500 10 6500°K). Mcnone3yiiTe nyny ¥ WTOPKH ANA KOTIUMUPOBAHHS U300paxKeHUs.
YpOBEHb BHELIHETO OCBELUIEHUA 1OJDKEH ObITh HH3KUM.
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MNposepka AONYCTMMOro NPOCTPAHCTBEHHOrO paspeilleHNn, YPOBHS
noMex ¥ BMAUMOCTH AeTanei C HU3KUM KOHTPACTOM

JAns ApOBEPKH AOITYCTHMOTO MPOCTPAHCTBEHHOTO PAa3peicHHs, YPOBHA MOMEX ¥ BHAMMOCTH JeTanedi ¢
HU3KWM KOHTPACTOM BHITIONHHTE CHEAYIOMOe:

1. Haneuaraiite TectoBoe w3olpaxkenue Ans KOHTPONA KadecTBa, JuGo WCnons3yifte pawee
OTTIeYaTaHHOE H300pakeHWe, NPUMEHAEMOE TPH eXeAHeBHOMN pabore,

2. Bu3yantHo mpoBepubTe TECTOBOC H300paKCHHE ANS KOHTPO/A KAYECTBA HA MPEAMET HATHYMN
MOMEX: HUKAKHX TIOMEX, CYIISCTBCHHO HAPYWAIOMUX BU3YaNbHOE BOCTIPHATHE, OBITE HE JOJHKHO.

3. HposeprTe BHAMMOCTL HH3KOKOHTPACTHBIX AeTaneit xkak Ha BepxHei (100 / 95%). Tak u Ha
HikHel rpannue (0 / 5%) ananasona ntorHocTelt. Brt Z0MmKHE YBHACTL B NONE 5, KOTOPLIA COMEPRUT
ceeTanit ksaapar (0% nuoTHOCTH) ¢ HeGonbmMM cephiM kBampaToMm BHYTpM (5%). IMone comepxur
yYacTOK € JBYMS  pDasTHYHBIMH  TUIOTHOCTAMM, T.6 Manuif Keaapar BHYTpu Gonbuioro. ¢
HE3HAYHTENTLHLIM PA3THYHEM MO IUIOTHOCTH TONEPHEHUA, AOKeH OMTh BHAMMEM. B nonre 4 somken
OuITE ¢ wepHuli kBazpar co 100% onTudecKol IOTHOCTHIO ¢ MEHBUIRM KBAJIPATOM BHYTPH, HMEIOIIHM
95% nnotHocTs. [Tone COAEPXUT  y4acTOK ¢ ABYMS Pa3NuMHLIMH NNOTHOCTAMH, T.€ Manblii KBagpar
BHYTPH OONbIIOr0, ¢ HE3HAYHTENLHEM PAa3fIMYMEM MO TUIOTHOCTH TNOUYEPHEHHS, JOJDKCH Obith
BHANMEIM.

NPENOCTEPEXEHHE:

B ciyyae HanudMa NMOMEX, HEAOCTETOYHOrO NPOCTPAHCTBEHHOTO PA3PEUICHHN WAN
omuGox B moboii Apyroif pexoMcHIyeMo# MpoBepke KOHTPONs KauyecTBa, NPHUMHA
BO3HHKHOBEHMA HEHCMPABHOCTH NOJDKHA GLITH 00Hapy#eHa B YCTpaHeHa, TIpekie YeM

Ha YCTPOACTBE NEYaTH MOXHO OyjIeT newaTaTh Kakne-nubo AHATHOCTHYECKHE CHHMKH.
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Onpenenetine 06a30BbiXx BE/IMUMH FEOMETPUMECKMX NapaMeTpos

n3obpacenns

HJna onpenencHns 6a30BWIX BeNHYHH TeOMETPHUECKHWX I1apaMETpOB W300pakeHWs cCheRyiite
TIPRBEACHHEIM JaJie¢ HRCTPYKIMAM:

1. Hanevaraiite TecToBoe H30GpaXkeHHE WA KOHTPONS KayecTBA WNH MCMIONB3yHTE YkKe panee
OTTICYaTaHHOE.

2. [Jins onpeacnenus 6a3OBWX BEMHUYMH FEOMETPHMECKHX DPa3MEpOB H3MEpBTE CTOPoRH A u B
knanpamuamcronou H300PaKEHNN, CM PHCYHOK.

NPEROCTEPEXEHHE:

3aMepH CTOPOHEI A 00A3aTeNILHO MPOH3BOAMTE OT NEBOM KPOMKH JIEBOH CTOPOHBI A0
NpaBo# KPOMKH NpaBoli CTOPOHH, 8 CTOpOHEI B — oT BepxHelt kpomxm BepXHei
CTOPOHE! AO RIDKHEH KPOMKH HIDKHEH CTOPOHEIL.

Ml HACTOATENbHO PEKOMEHAYEM TIPHMEHATH M4 3TOro Jmeeliky Ha 30 cm ¢
AenerusMy yepes 0,5 MM,

3. 3anuuwnTe 3TH 3HaYCHHA B KauecTBe 6a30BHIX pa3MepoB Arer H Bier B TAGNHUE IpUBEREHHON HHXE
(«Tabnuila KOHTPOJIA FCOMETPUYECKHX NAPAMETPOB)).

AT TaGAMUE! HCTIONB3YIOTCSA JUIA €XKETOAHEIX MPOBEPOK KAYECTBA H306pakeHH.

4. Coxpanute 3Ty NIEHKY AN HCIONB30OBaHHA B Syayuem.

Tabnnua KOHTPONS reOMETPHIECKHX NAPAMETPOB

YacToTa TecTHpoBaHus: Cepniinnit Ne
Exeroio uim no Mepe HEOOXOAMMOCTH
BxosHoi ToTOK:
Hexonnwie pasMepsl H3mepennsie pasmepet | ConocTaBnMocTs CooTHolweHNe CTOPOH
Jlara:
| Acer A As Aser A/B
| Bret B B/ Brer
HcxoznHule pasMepHt H3mepennsie pasmepst | ConocraBuMoCTs CootHomenne cTOpoH
Jara: Har
| Arer A AsAcef AB
| Brer B By Byer

HAns obHapyXeHus OTKIOHeRWH B pasMepax H300paXeHWA H COOTHOUICHHAX CTOPOH HeoGX0oaHMO pas B
TOJ MPOBOAMTE AAHHYIO MPOBEPKY.

1. CHauarna BHINOJNIRATE EXCAHERHYIO MPOBEPKY.

2. Bo3sbMHTe TecTOBOE H300PaKCHHE 1A KOHTPONS KAYecTsa B PAMKAX XCHEACNBHONK NPOBEPKY H
H3MepbTe CTOPOHE A H B keaapata.

3. 3anumure 3HAYCHHSA pasMeEpOB CTOPOH A W B B Tabnuue.

4. CpasHHTe H3MEpPCHHBIC BEMIRHL A M B ¢ 6a30BHIMH 3HavYeHHsMK napametpoB Aref u Bref n3
Tabnuup

PasHOCTH MEXKTY H3MEPEHHEIMH 3HAUCHHAMH CTOPOH A K B 1 6azoBriMu 3HaueHHAMY Aref u Bref ne
JOKHH npepuwars 1,0 %.

5. OcmoTpuTe H300pakeHHE HA MPEAMET HCKAKEHHI.

6. BBUHCIHTE COOTHOLIIEHHE CTOPOH, pasienuB A Ha B.

PesyasTat gosxeH Gurs pases 1 +/- 0,01
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NPEJOCTEPEXEHHE:

Ecnu 3HaucHMA pa3Mepa H300pakeHWA MAH WCKakeHHA GOpPMB BHXOAAT 32
AONYCTHMbIE Fpeaensl, OOpaTHTECh B CEPBHCHYIO OPraHH3aUMIO ANS  PEUICHHS
npoGaeMEl,
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YKa3aHua no texHuke 6eonacHocTu

NMPEJOCTEPEXEHHUE:

* HeobOxoaumMo XpaHWTb M HCMO/B30BaThb H3AEAHE B COOTBETCTBHH C YKa3aHUAMH
MHCTPYKLUMHU MO MPUMEHEHHUIO.

e XpaHeHHE M TPaHCMOPTHPOBKA M3AEAMA NOA OOMBLIMM BECOM NpPHUBEIET K
MOMYTHEHHIO U3-33 H3ObLITOYHOrO AABNEHHA W NMPOYUM aeeKTaM KayecTsa.

* Hcnonb3oBaHHe wH3ZenUs C MCTEKIIMM CPOKOM TOIAHOCTH MOXET TMPUBECTH K
HEBEPHOM OUEHKE MNOPaXEHWUA HA CHUMKE, YTO MOXET MPHBECTH K MOCTAaHOBKE
HEMNpPaBUIILHOrO AMArHo3a ¥ HENPaBHIILHOMY JIEYEHUIO MALMEHTOB, KOTOPOE MOXET MM
HaBpEAHTD.

NMPEAOCTEPEXEHHE:
He noxsepraiite naeHTHdHUKaUHOHHDIN ONO3HABATE b (YHIT) UITUIIHEMY BO3ACHCTBHIO
37€KTPOMArHHUTHBIX NONEM.
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NMopagok U YCNoBUA YTUAN3aLUM WM YHUUTOXKEHus MU

PerynupoBanue yTH;IM3aLMK OTXOA0B MOXKET OT/IHYATLCA B Pa3sHbIX CTpaHaXx.
[Moxanyiicta, 03HaKOMbTECh ¢ MECTHBIMH MpaBHUIaMKM MO AAHHOMY BOMpocy. YTH.IM3auus I01KHA
OCYHIECTBAATLCA COTNACHO NpaBMJaM M HAUWOHANbHBIM CTaHIApTaM Ha MaTepuaibl cojaepallue
cepedpocoaepikalune 0TXOAbl OT HCMOIb30BaHHLIX KHHOPOTOPEHTFEHOMATEPUANOB. YNaKOBKa IICHKH
NOJHOCTBIO MPHUTOAHA Il BTOPHUHOTO MCIIOIb30BAHUS H, B COYETAHWH C OTCYTCTBHEM XUMPEAKTHBOB,
npejacTaBaseT 6osee IKONOTHYECKH APYXKECTBEHHOE peLlIEHHE.

C6op. ucnonb3oBaHue, 00e3BPEKMBAHME, Pa3MELIEHWE, XPaHEHHE. TPAHCMOPTUPOBKA. YYeT W
YTHUAHM3aUMS  MEIWUMHCKUX OTXOJO0B AO/DKHBI  OCYLUCCTBAATBCH € coOmoaeHueM TpeGoBaHuii
Canutapueix  npasua  CanlluH  2.1.3684-21 pasgpen X. [Ilnenka yTuauzupyercs  xak
3NUAEMHONIOTHYECKH 6e30nacHble 0TXOAbL, Mo cocTaBy npubnuxeHHsble K TKO - kaace A.
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TpeboBaHMA K oxpaHe okpyxalouiei cpeabl Npu npuMmeHeHun MU

HaHHoe MeIMUMHCKOE M3/IeNTHe HE HAHOCHT BpeAa JIIOAAM M OKpYXalouleii cpeae Npy UCNoNb30BaHUH
MO Ha3HAYEHWIO, TPAHCMOPTHPOBKE, XPAHEHMH W YTHUIM3aUWMKM B COOTBETCTBHM C TpPeGOBaHUAMU
HOPMAaTUBHOW. TEXHUYECKOM M IKCIUYaTallMOHHOM JOKYMeHTauuWu mnpoussoautens. [loapoGuee o
npoueaype BO3BpaTa JaHHOTO W3JE]Us INs BTOPUYHON NepepabOTKH MOXHO y3HaTh B MECTHOM
ofcayxuBatolle OpraHW3aUMH W/MUIKM Yy YNOJHOMOYEHHOTO npeacTasutens. Mcnonb3oBanue
BTOPHYHOTO ChIPbA NOMOraeT 6epeyb NPUPOAHBIE PECYPCHI.
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ycnosua npumenenns MU

TpeGorauua k yCIOBHAM OKpYKalomwed cpeusl

* Xopowo BEHTRINPYEMOE NOMELIEHHE,

* IOMEICHNA, KyAa He nonaaacT npaMoli conHedHeli cBer,

* 663 HCTOYHMKOB NEUTH, BNATH, TENJIA ¥ XONOAA,

* TeMnepaTypa B noMettieHns ot 10°C go 35°C,

* OTHOCHTENbHAA BIAXKHOCTS OT 30% o 60% Ge3s oOpazoBaHHa KOHACHCATA

Bepena noxymesita VITT2.15.03.24
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YcnoBus TPaHCNOPTUPOBKYU U XPaHEHUA

Ycnosus xpanenus: temnepatypa ot 10°C a0 35°C.

YpoBeHb BIKHOCTH J0MkKeH ObITh Mexay 30 u 60%.

Yc10BHA TPAHCMOPTHPOBKU: MaKcUMaTbHas Temnepatypa 35°C muu. 10°C.

YpoBeHb BAAXKHOCTH A0/DKeH ObITh Mexay 30 u 60%.

TMocie TpancnopTHpoBaHHs B ycoBHAX Temnepatyp 6auskux K 10°C neHka Ko/kHa ObiTh BbIIEpKaHA
B TPAHCNIOPTHOM Tape B HOPMaJbHbIX KIUMaTHYECKHUX YCIOBHAX He MeHee 24 u,
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MpereH3nn B OTHOWEHUN N3AeNHUA

JTioboit paboThUK chepbl 31paBOOXpaHEHHs (HATPUMED, KIWEHT WIH MO.1b30BaTENb). Y KOTOPOro
BO3HUKIN MPETEH3UH B OTHOWEHMM OOOPYNOBaHWA. MO0 KOTOPbIA HE YIOBNETBOPEH KaueCTBOM
paboThl. NPOIODKUTEILHOCTBIO  IKCMYaTaUHOHHOrO MEPHOAA. HAJEXKHOCTBIO. GE30MacCHOCTHIO
HCTIOTB30BaHHs, QPEKTUBHOCTBIO WM IKCTUTYaTalIMOHHBIMU KauyecTBaMH [1aHHOTo 06Gopya0oBaHUs.
AOJKEH MOCTaBUTL 06 3TOM B M3BECTHOCTHL koMnaHKio: «Xywo Umamkuur (Cyuxoy) Ko., Jita.» uan
ee ynoJIHOMoU€eHHoro npeacrasutens B PO xomnauuio OO0 "Meakopn-MT".

Ecan B npouecce WCMONB30BaHUA JaHHOrO YCTPOWCTBA WM B pe3yNbTaTe €ro MCMOJb30BaHUS
MPOMU30LIEN CEPbE3HBLIH  WHUMICHT, ClelyeT COOOWMTb O HEeM MPOM3BOAMTEMO W/MIM  ero
oduuHanbHOMY npeactaBuTento B PO, no agpecy:

107076. ropoa Mocksa, yn. CtpoMsiHka. a. 19 k. 2,3 1 [TIVE K32 PM3,

Ten. +7 (495) 969-61-47, medcorp@medcorp.ru
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FapaHTHiiHbIe 06R3aTeNnbLCTBa U pexnaMauus MU

JhioGoit paGothux cdepnl 3apaBooXpaHeHHA (HATPUMEpP, KAWEHT WM  NONL30BATEND), Y
KOTOPOro BOZHWUKAIOT MPETCH3HM B OTHOWICHHM oOopymoBaHusd,  nHOO KOTOpbIHl HE YAOBNETBOpPEH
Ka4ecTBOM  paboTH, NPOAOIKHTENBHOCTBIO  IKCTUTYATAUMOHHOTO  TNEPHOAS,  HAZEKHOCTHIO,
6€30NacHOCTHIO HCTIONBE30BAHNA, HPPEKTHBHOCTHIO WHIH SKCIUTYATALIMOHHHMH Ka4uecTBaMH JaHHOTO
050opynoBaHHS, JODKEH MOCTABATL 00 3TOM B H3BECTHOCTL KoMMaHHI0 «Xymo MMamkuur (Cyuxoy)
Ko., JIta.». Ecnn cbou B pabore o6opyaoBaHUA HAHECTH Cephe3HHi ymeps 3A0poBhIO MALMEHTA HIN
CROCOOCTBOBAIM HAHECEHHIO TAKOBOTO, HEOOXOAMMO HEMENICHHO NPOWH(POPMHPOBATL KOMTMAHHIO
«Xywo Hmsmkunr (Cywkoy) Ko., Jlta» mno tenedony, dakcy mnu BHCIATH COOTBETCTBYIOIECE
YBEIOM/ICHHE 110 TIOYTE Ha aApec, NPUBEACHHBIN HIKE:

- «Xymo Umamxunar (Cywxoy) Ko., Jita.»

- 000 "Meaxopn-MT", 107076, ropox Mocksa, yn. CtpombiHKa, 4. 19 k. 2, 3 1 TIIVB K32 PM3,
Ten. +7 (495) 969-61-47, medcorp@medcorp.u

Cnyx6a nomzepwxu ¥ obcnyxusanns «Xymo Hmomkunr (Cywkoy) Ko., Jita» - agpeca W
HoMepa TeneoHOB MECTHBIX MPEACTABHTENLCTB CIYXOB! NOAACPKKH M OGCIYKWBAHUA TIPHBEACHE! B
Hureprere Ha calite ymomHoMoueHHOTo npeAcTaputens B PO kommawmu Q00 "Meakopn-MT"
www.medcorp.ru

TapanTis Npom3BogHTelS cocTaBager 12 Mecames npR coliioAeHMH HmpaBAA M yciaoBmii
TPARCNOPTHPOBARAS, XpAHEHUS U SKCIIYATANMN,

Oxnpaemuit cpennuit cpok cryxGH RpoAyKTa NpW coGmoaeHwn npaBun U ycnopull
TPAHCTIOPTHPOBAHMA, XPAHEHWS M SKCIUIYaTauWM cocTaBngeT 24 wMecsua. Cpok XxpaHeHus
pacnevaTalHoro HaobpaxkeHna ne Gonee 10 ger.
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Document Addendum:

APPLICATION INSTRUCTION OF MEDICAL DEVICE Thermographic film for medical
imaging systems «Dry Fitm MS-KX410 A/F»

On page 21, the following labeling is correct:
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JIOONHEHHE K AOKYMEHTY:

HHCTPYKUHA IO MNPHMEHEHHIO MEIHMLUMHCKOIO HM3IARIMA  Iineuxa
TEPMOTPAGHICCKAR AR CHCTEM MeIMIMHCKON Bisyanusanny «Dry Film MS-KX410 A/F»

m CHCTeM MSIHIOMACKON BEIyAANIABNM
Dry Film MS-KX410A/F

, PY P3H J 2023/21140 ot 19.09.2023 |
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/nepesoo ¢ AHeTUNCKOCO U KUMAUCKO20 A36IK06 HA
DVCCKUU 361K MUMY.1bHO20 AUCMA, nevamen u
anocnial Hd NEPesooe UHCMPYKYUU NO HPUMEHECHUK)
MeOuyuncko2o usoeaus «I[lienka mepmoepaduveckan
0aa cucmem Meouyunckou suzyaruzayuu Dry Film MS-
KX410 A/F» npouseoocmea kosmnanuu «Xyywo
Hroxcunz (Cyuxcoy) Ko., JImo. »/

Kuraiickuit CoseT no coaeHcTBHIO MeXK1yHapOaHOM! Toprosie
Mexaynapoanas Toprosas [laiara KHP

/moaema Kumaiuckooo Cosema no cooeucmeuio MEXCOYRAPOOHOT Mopeoe.ie.’

CBUIAETEJLCTBO
/OR-k00/: Ne 241100B0/H39248

/nevamy/: KuTaiickuii CoBeT No coaeicTBHIO MEX1yHaPOAHON TOpProsiie
[leyaTb 119 y10CTOBEPHTENBHBIX JOKYMEHTOB

HACTOSUWNUM CBUIAETEJLCTBYIO noaauuHocTs newatu komnawuu «XYLIO HUMDJDKUHI
(CYHXOY) KO.. JITA.» na npunoxennom JJOKYMEHTE.

/neyams/: Kuratickuii CoBeT no coaeiicTBHIO MeXAyHapOAHO#H TOprosne
lNleuats Ana ya0CTOBEPUTEILHBIX J0KYMEHTOB

Kuraiickuit CoBeT 1o conedcTBHIO MeXAYHAaPOAHO# TOprosie

[Moanuck ynonxHomouentoro nuua: </Toonucs> Yen Slo

Hara: 14 centabpsa 2024 rona

Hna NpoBepKH NOUTHHHOCTH CBHIETENbCTBA nepenanTe no CChbliIKe:
http://www.rzccpit.com/validate.html

/QOR-x00/ JloKyMEHT cKkaHMpOBaH ¢ NOMOLLbIO npuaokeHus CamScanner
/nevamy/: «Xyuwo UMdpxunr (Cyuwxoy) Ko.. Jita.»

HUroro npoHymepoBaHo 1 npowinTto 87 n1cTos.
Kommepueckuii aupexrop <IToonuce>
/nevamy/: «Xywio Umamxunr (Cyuxoy) Ko., Jita.»

/QOR-k00/ /wumpux-k00/
11404177

Hacroawnit  AnocTunb,  ynoCTOBEpAET TOABKO MOLIMHHOCTL MOAMMCH W MOAHOMOYMA  JMUA.
NOANKCABLIErO O(PULMANBLHLIH JOKYMEHT, a TaKXKe, €CIM TNPUMEHMMO, MOAAMHHOCTL NevaTH WiIu
WITamna, npocTaBieHHbIX Ha opHuMaTbHOM AOKyMeHTe. Hactoawmit Anocrtuns He yaocTtosepser
COAEpKaHHE JOKYMEHTA, B OTHOLUEHHH KOTOPOrO OH ObliT BblAaH.
Hns  nposepkn  ¢dakTa  BblAaYM  HACTOAWErO  ANOCTWAA  nepeHauTe NO  cCblIKe
https://consular.mfa.gov.cn/VERIFY/ u orckanupyiite QR-koa.

/ambaema/
AINIOCTHJIb
(I'aarckas KonseHuus ot 5 okta6ps 1961 r.)

1. Crpana: Knuraiickasn Hapoanas Pecnyb6inka

HacToswmi odpuuHanbHeiit 1OKyMeHT
2. 6611 noanucax Yen So
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3. BbICTYMNatoLUM B Ka4ecTse Y NOMHOMOYEHHOI 0 NnLa
4, CKpEn/eH neyaTbto / WTamnoM KuTaiickoro CoBeTa no CofjeiicTBUI0 MeXyHapoaHO
Toprosne
Y [0oCTOBEPEHO
5. B MeKunHe 6. 24 ceHTs6ps 2024 r.
7. Jin NoHr, CoBeTHMKOM KOHCY/NbCKOro genaptameHTa MUHUCTEPCTBA MHOCTPaHHbIX en
/ambnema/
8. Ne 240000430035
9. MeyvaTb/WTamMn 10. Moanuck
/nevaTb/: MUHUCTEPCTBO MHOCTPaHHbIX aen KHP <[lognucb>
/QR-kop/ JOKYMEHT CKaHMpPOBaH C MOMOLLbIO NpunoXeHna CamScanner

/nevaTs/: «Xyuo MvepxuHr (Cywkoy) Ko., JTrg»
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[MepeBop, JaHHOIO TEKCTa BbIMO/IHEH NepPeBOAUYMKOM BacbKuHoli MapuHoii CepreeBHol

Poccuiickas ®egepauns
Mopos MockBa

UeTBEPTOro Aekabps ABe ThbiCAYM ABaALATbL YeTBEPTOro roja

T

A, MapTbiHOBa Hatanna AHApeeBHa, BPEMEHHO MCMOMHAKOLWAA 0653aHHOCTM HOTapuyca ropoja
Mocksbl AkumoBa [ie6a bopucosmya, CBMAETENLCTBYHO MOL/MHHOCTL MOAMUCK NMepeBoAvMKa
BacbkuHoli MapuHbl CepreeBHbi.

Moanuch caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoAnucasLLero JOKYMEHT YCTaHOB/IEHa.

3apernctpupoBaHo B peectpe; No 77/09-H/77-2024-m
Ynnaywcun3oBepLueHne HoTapuanbHoro geictems: 400 py6. 00 kon

H.A. MapTbiHOBa

Bcero npoLwHyposaHo” MPoOHYyMepoBaHO
W CKpeneHo neyvaTbto 94 (4eBAHOCTO YeTbIpe) ncta
BPWO Hotapwuyca:
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