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Document No.) CE/MDR-Z130106-01-02

Instructions for use
Version A/0

This instruction for use applies 1o the Film for medical printer RM-HL (hereinafter - film,
product) and is a document containing information on the purpose. principle of operation and
characteristics of the product necessary tor its proper use, transportation and storage. as well as
information certifying the manufacturer's warranty.

EIE It is recommended to read and follow the instructions for use before use.

Any questions regarding the use of the product should be addressed to the manufacturer or
its authorized representative:

Manufacturer:

Weifang Hengcai Digital Photo Materials Co., Lid.

Address: (Yingzi Village South 500 Meters) Yishan Road East, Dongcheng Subdistrict Office.
Linqu County, Weifang City, Shandong, P. R. China

Tel.: +86 0536-2190926

E-mail: david@hcsminkjet.com

Production Site:

Weifang Hengcai Digital Photo Materials Co.. Ltd.

Address: (Yingzi Village South 500 Meters) Yishan Road East. Dongcheng Subdistrict Oftice,
Linqu County, Weifang City, Shandong. P. R. China

Authorized representative of the manufacturer in the Russian Federation:

AURA Limited Liability Company (AURA LLC)

Address: 355008, Stavropol Territory. Stavropol urban district. Stavropol. Golenyev Str. 47, apt.
40

Tel.: +7 (905) 338-89-63

E-mail: auramed99@mail.ru

(%)
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Instructions for use

Version A0

1 GENERAL INFORMATION

1.1  Introduction

These instructions for use have been developed in accordance with the requirements of
national standards and international normative documents (standards).

1.2 Name of the device

FILM FOR MEDICAL PRINTER RM-HL

I. Versions:

1. Film for medical printer RM-HL 8*10 inches (20x25 cm) (100 pcs/unit)

2. Film for medical printer RM-HL 10*12 inches (25x30 c¢m)

(100 pes/unit)
3. Film for medical printer RM-HL 11*14 inches (28%35 cm)
(100 pcs/unit)
4. Film for medical printer RM-HL 14*17 inches (35%43 c¢m)
(100 pcsfunit)

11. Instructions for use - |1 pc.

2 DESIGNATION AND DESCRIPTION

2.1  Purpose and conditions of use

The film is used in medical imaging systems in printers that utilize the principle of imaging
by changing the temperature through dry printing.

Scope of application: in conditions of therapeutic and preventive medical institutions in
special rooms, designed including for X-ray studies, mobile medical complexes.

The class of the product depending on the potential risk of use is 2a.

No contact with the patient’s body, X-ray personnel must wear gloves.

2.2 Potential customers

The device is intended for use by qualified personnel of X-ray departments, who directly

work with the equipment, as well as supervise its use, and who have familiarized themselves with
the instructions for use.

23 Indications

To use in medical imaging systems in printers that utilize the principle of imaging by
changing temperature. The film is compatible with the HYC-4600 medical thermal printer,
manufactured by Weifang Hengcai Digital Photo Materials Co., Ltd.

24  Contraindications and side effects

No contraindications and side effects have been detected.
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Precautions

2.5
AAttention!

— Handle the film with care, do not crumple. fold, deform or rub, do not touch the film
with wet hands.

— The film must be stored in an upright position to avoid damage caused by pressure.

— Do not leave the film near heat or radiating sources.

2.6  Decoding of symbols

An explanation of the warning symbols used on the product packaging and in these
instructions is given in Table 1.

Table 1 - Decoding of warning symbols

Symbol Description Location
wel Date of manufacture Consumer packaging
o Consumer packaging / transport
‘ Manufacturer name and address packagin
LOT Batch code Consumer packaging
@ Non-sterile product Consumer packaging
Prohibition of repeated use Consumer packaging
Do not use if the packaging is damaged Consumer packaging
. Consumer packaging / transport
# Model number (version) packaging
5 . Consumer packaging / transport
MD Medical device sackagiiis

. ! ; European conformity mark Consumer packaging
sc jrer | | Authorized representative in the European Union | Consumer packaging
Shelf life Consumer packaging
i Refer to the instructions for use Consumer packaging
% Protect from exposure to heat and radiating Consumer packaging / transport
2 sources packaging
L , Consumer packaging / transport
Keep away from moisture packagin
. Consumer packaging / transport
! Fragile packaging
/l’ Temperature range Transport packaging
5
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3 DESCRIPTION OF THE PRODUCT

The film (Figure 1) is a thermographic medical dry-print film made of blue polyester-based
film with an image and protection layer. The image layer is made with thermal dyes, polyvinyl
alcohol and latex, and the protective layer includes zinc stearate, silicone oil and polyvinyl alcohol.
Suitable for printing and outputting medical digital images such as CR. DR, CT, MRI. Can be used
for medical printers with direct to lightroom imaging. The film is not photosensitive. Designed for
high quality diagnostics and used as an alternative to paper copy. This product is a single-use
consumable and is not sterile.

To determine the sensitive side of the film, a prong is provided on the film, which must be
located at the bottom of the left corner of the short side of the film, when the sheet is placed with
the long edges vertical to the observer.

The film is produced in four versions depending on the size. Each package contains 100
sheets of one size according to the version, placed in a tray.

Figure 1- Appearance of film for medical printer,
where a) - appearance of the film sheet; b) - appearance of the film in the tray
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4 TECHNICAL REQUIREMENTS

4.1
+.1.1

Main technical specifications
The film complies with the requirements of this document, the set of design

documentation (DD) of the Manufacturer, approved in accordance with the established procedure.

4.1.2
4.1.3

18939:2013.

Table 2 - Main technical specifications of the film

The main technical specifications of the film are given in Table 2.
Dimensions and tolerances of the film are in accordance with 1SO 4090:2001. [SO

No.

Name of characteristic

FILM FOR MEDICAL PRINTER RM-HL

8*10 inches

10*12 inches

11*14 inches

14*17 inches

Nominal size, cm

20 x 25

25 x30

28 x 35

35 %43

Overall dimensions of
one sheet, mm

200.8 x 250.0

251,9 % 302,5

278.4 x 353.2

353.0 x 429.0

Permissible deviation.
mm

+ 0.8

+0.8

+ 1.0

Thickness of one sheet,
m

193

196

Permissible deviation,
um

+5

(V%)

Weight of one sheet. g

Permissible deviation.
g

+3

+5

Optical density of the
veil

Maximum optical
density

>28

o

Sensitivity to light

Not sensitive

Film color

Blue transparent

4.1.4 The shape of the film is rectangular with rounded corners designed within a quarter
of a circle radius of 4 £ 1.2 mm.

4.1.5 The film has an image layer and a protective layer. The image layer reacts to high
temperatures, ensuring the application of the image. The protective layer makes the film resistant
to scratches and moisture.

4.1.6 There is a notch on the short edge of the film near the lower left corner, not more
than 3.5 mm deep. designed to define the sensitive side of the film.

4.1.7 The film is placed in a tray. tray dimensions according to Table 3. Permissible
deviation of tray dimensions + 5 mm. On the rear surface of the tray there must be a radio frequency
tag. carrying a code for each film format, for identification of the film by a compatible thermal
printer.
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Table 3 - Tray dimensions
. . Tray size
No. Film size Length, mm Width, mm Height, mm
1. 8*10 inches (20x25 ¢m) 401 378 15
2. 10*12 inches (25430 cm) 401 378 15
3. 11*14 inches (28%35 ¢m) 401 378 15
4. 14*17 inches (35%43 cm) 475 378 15

4.1.8 The film surfaces are free from peeling, scratches. contamination. foreign
inclusions and other defects that impair the appearance of the product.

4.1.9 Shelf life of the film is 2 years from the date of its manufacture under observance
of storage conditions.

4.2 Materials used in the manufacture of the product

4.2.1 The materials used in the production of the tilm comply with the requirements of
the current standards and normative and technical documentation for these materials, stipulated by
the current legislation, and have accompanying documents on the quality of the supplier company.

4.2.2 Input control of raw materials and materials used in film production is carried out
in accordance with the requirements of a certified and effectively used quality management system
implemented at the Manufacturer.

4.2.3 There is no contact with the patient's body. the personnel must work in gloves.

4.3 Set
4.3.1 Supply set of film for medical printer RM-HL according to Table 4.
Table 4 - Set
No. Name Quantity
1. | Film for medical printer RM-HL in variants: -
. 1. | Film for medical printer RM-HL 8*10 inches (20%25 c¢m) (100 pcs/unit) | package

2. | Film for medical printer RM-HL 10*12 inches (25%30 ¢cm) (100 pcs/unit) 1 package
3. Film for medical printer RM-HL 11*14 inches (28%35 ¢cm) (100 pcs/unit) | package
4. | Film for medical printer RM-HL 14*17 inches (35x43 cm) (100 pcs/unit) | package
2. Instructions for use 1 Pcs
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4.4 Information on product labeling and packaging

4.4.1 The film labeling is designed in accordance with ISO 15223-1:2021 and the
requirements of
Annex | of Regulation (EU) 2017/745. The labeling is authentic, clear and easy to read.

4.4.2 The labeling is fully applied on one side of the individual package in the form of a
label or in the form of a paper label attached to it and contains:

— name and address of the manufacturing company;

— full name of the device;

~ date of manufacture (month, year);

— batch No.;

- identification number of the version (model);

— film size in inches;

— nominal film size in centimeters;

— number of film sheets in a package;

— shelf life;

— conformity mark of the European quality certificate

- “Medical device™ symbol;

- “Not sterile” symbol;

— “Prohibition of repeated use™ symbol;

- “Do not use if the packaging is damaged™ symbol;

- “Refer to the instructions for use” symbol

— *“Authorized representative in the European Union™ symbol;

— storage conditions recommended by the manufacturer: “Protect from heat and
radiation sources™ symbol, “Fragile. Waming" symbol, “Keep away from moisture™ symbol,
“Temperature limits” symbol.

4.4.3 An explanation of the warning symbols used on the product packaging is given in
Table 1.

4.4.4 The details are indicated and filled in full or abbreviated in accordance with the rules
of abbreviation in writing.

44.5 Transport labeling is applied on paper or cardboard labels, or directly on the
container, labels are attached to the package with glue or other materials that ensure the safety of
the cargo and labeling.

44.6 Labeling of transport packaging with application of manipulation signs:

— "Fragile. Warning";

- "Keep away from moisture™:

— “Temperature limits™;

- "Up™

— "Protect from exposure to heat and radiating sources":

4.4.7 The film in the amount of 100 sheets with an enclosed white sheet of the
corresponding size is placed in a tray and then in an individual package made of aluminum foil
under vacuum (foil bag).

4.4.8 The individual packages have the following characteristics:
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- for RM-HL 8*10 inch (20x25 cm) film: size (LxWxH) 500x470%x24 mm
+ 5%, gross weight 1.6 kg + 5%;
~ for RM-HL 10*12 inch (25%30 cm) film: size (LxWxH) 500%470x24 mm x 5%, gross
weight 2.3 kg + 5%,
~ for RM-HL 11*14 inch (28%35 cm) film: size (LxWxH) 500%470%24 mm * 5%, gross
weight 2.9 kg £ 5%;
- for RM-HL 14*17 inch (3543 com) film: size (LxWxH)
575%470%24 mm + 5%, gross weight 4.4 kg + 5%;
4.4.9 Operation documentation is placed in a polyethylene film bag and placed with the
product in a foam mold used for transportation.
4.4.10 The transport package contains 5 individual packages. Each individual package is
placed in a foam mold used for transportation.
4.4.11 Gross weight of the transport package:
. - for film RM-HL 8*10 inch (20%25 em): 9.0 kg + 5%;
- for film RM-HL 10*12 inches (25%30 cm): 12.5 kg = 5%;
- for film RM-HL 11*14 inches (28x35 cm): 15.5 kg + 5%;
- for film RM-HL 14*17 inches (3543 cm): 23.5 kg + 5%.
4.4.12 The packaging ensures protection of the contents from mechanical and climatic
factors during transportation and storage, as well as the fullest use of the capacity of vehicles and
convenience of unloading and loading operations.

10
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5 OPERATING INSTRUCTIONS

5.1 The film must be used in accordance with the instructions for use.

5.2 The product may be used by qualified personnel of X-ray departments, who work
directly with the equipment and supervise its use. and who have familiarized themselves with the
instructions for use.

5.3  Handle the film with care, do not crumple, fold, deform or rub, do not touch the
film with wet hands.

6 INFORMATION ON MATERIALS OF HUMAN AND ANIMAL ORIGIN
CONTAINED IN THE MEDICAL DEVICE
The product does not contain any materials of animal or human origin.

(] 7 INFORMATION ON THE CONTENT OF MEDICINAL PRODUCTS IN
THE MEDICAL DEVICE ]

The product does not contain medicinal products for medical use or pharmaceutical
substances.

8 ANIMAL STUDIES
No animal studies were carried out.

9 STERILIZATION INFORMATION
Not applicable. The film is not sterile and must not be sterilized.

I
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10 DESIGNATED USE

10.1  General provisions

Each product undergoes a special inspection by the manufacturer before sale. However,
unforeseen damage not related to the production of the product may occur during transportation.

Please make a visual assessment of the packaging. the condition of the film tray to make
sure that there are no various damages.

10.2  Operational limitations

2\ Attention! Use the film in accordance with its intended use.
Operating ambient conditions:

Temperature: from 18 °C to 25 °C.

Relative humidity: max. 70 %.

. Atmospheric pressure: 86.6 to 106.7 kPa (650 to 800 mmHg).

10.3  Preparation before use
Open the package, carefully remove the film tray. The tray has a recess, simulating a handle,

at the bottom of the tray for easy handling.
A\ Attention! Do not open the package with a knife (such as a paper cutter). This can
damage the film and it cannot be used for printing.

10.4 How to use the product

1.  Place the film tray and white sheet of paper in the appropriate tray of the medical
printer.

2.  Remove the white paper and close the medical printer tray.

Z\ Attention! Do not touch the printed side of the film.

3.  Print the calibration page of the film.

A\ Attention! When in doubt whether the film is correctly placed in the tray, the user
should carefully remove the top sheet of film and make sure that the prong that serves as a reference
for determining the sensitive side of the film is at the bottom of the left corner of the short side of

the film. Be careful not to bend or crumple the film.

4.  The film is now ready for use.

2 Attention! When the film is used with a medical printer, image problems may occur
due to equipment malfunction. You should contact an engineer to solve this problem and follow
the instructions for the medical printer.

12
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11 TRANSPORTATION AND STORAGE

11.1  The film can be transported by all types of covered vehicles in accordance with the
requirements of storage conditions. It is forbidden to cause mechanical damage.

11.2  Conditions of storage and transportation of the product: at ambient air temperature
from 5°C to 25°C and relative humidity from 30% to 70%.

A\ Attention! Excessive temperature and humidity during storage will cause film sticking,
fog rising and quality defects.

11.3  The film must be stored in a cool and dry place without dust, protected from direct
sunlight, acid and alkaline gases (such as hydrogen sulfide, ammonia, sulfur dioxide and
formaldehyde).

114  The film must be stored in an upright position to avoid damage caused by pressure.

12 REQUIREMENTS FOR MAINTENANCE AND REPAIR OF THE MEDICAL
DEVICE
The film is a consumable material and cannot be serviced or repaired.

13 REQUIREMENTS FOR DISPOSAL AND ENVIRONMENTAL
PROTECTION

13.1 Disposal must be in accordance with accepted medical practice standards and
relevant local, state and federal laws and regulations. In the Russian Federation.
SanPiN 2.1.3684-21 is stipulated.

13.2  According to SanPiN 2.1.3684-21 the film belongs to class A - epidemiologically
safe waste,

13.3 The film is subject to disposal in case of confirmation of facts and circumstances
indicating failure to fulfill the intended purpose.

13.4  All packaging, including transport packaging, must be disposed of. Paper and
polyethylene must be disposed of separately.

. 14 MANUFACTURER'S WARRANTIES

The Manufacturer guarantees conformity of the product to the requirements specified in
this document, provided that the consumer complies with the conditions and rules of
transportation, storage and operation during the entire shelf life of the product.

13
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15 ACCEPTANCE CERTIFICATE

FILM FOR MEDICAL PRINTER RM-HL

Version
Batch No.

accepted in accordance with the mandatory requirements of state standards, current technical
documentation and recognized as fit for operation.

Representative of the quality control department

(signature) (signature in words) (dute)

16 PACKING CERTIFICATE

FILM FOR MEDICAL PRINTER RM-HL

Version
Batch No.

packed by Weifang Hengcai Digital Photo Materials Co., Ltd. in accordance with the
requirements stipulated in the applicable technical documentation.

Packed by

(signature) (signature in words) (date}

The product after packing was accepted by

{signature} (signature in words) {date)

i4
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17 INFOR.MA riON ABOU rci AIMS
All submitted claims must be submitted to the manulacturcr'h authorized rcpre>ernui;. e
tnc Russian Federation, registered by the manulacturer and contain information about the wea'are-
taken,
Ihe period ot claim considerati(,)n b}‘ the manulacturer is | (one) month from tlie date m;
receipt ol the claim. The consumer is informed in u riting about tlie measures taken,
lo determine the reasons for non-compliance of the delivered produet, its packaging,
labeling and completeness with tlie requirements ot the accompanying documentation, it is
necessaiy to draw up an act, which should specify:
- name of the product;
- batch No.;
- detailed description of the discrepancy, etc.
The manufacturer accepts the claim if the fault of the recipient for the defect in the product
has not been established.

ANNEX A
LISy OF N.VnONAL AND IMERNATIONAL REGULAIORY

DOCUME.NTS/STANDARDS
Designation of the national (or

Scope of international) standard Standard (document)
application (document) in the country of name
manufacture

Directive 2017 745 of the European
- Regulation (ITJ) 2017. 74.S Parliament and of the Council of
April 5, 2017 on medical devices

miVedical devices. Symbols used to eonvev
ISO 15223-1:2021 mtbrrnation provided by the manufacturer.

P;In 1 (ienoral requiremeiits.

Materials for \ isualization. Digital hard

Label 'Operating
instructions

ISO 18939:2013 copies for medical imaging. Measuremenl
General standards methods .
Photography. Medical X-ray
180 4090:2001 cassettes, screens films and films for printing

iniugcs. Dimensions and spccificutions _
Sanitary and epidemiological requirements
for the mainlenance of ihe territories of
urban and rural settlements, for water
bodies, drinking water and potable water

SanFiN 2,1,3684-21 supply, atmospheric air, soiLs, living
quarters, operation of industrial and public
premises, organization and conduct of
s.iniiary and anti-epidemic (preventive)
measures

Disposal ol
medical devices
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Hucrpyxaus no npuMeHen#o

Bepcua A/0

HacroAwias MHCTPYKUMA NO nNpuMMeHeHWo pacnpocTpadfercs Ha [néuxy s
meauunHckoro npunrepa RM-HL (aanee — naéuka, n3aenue) n npeacrasnser coboh A0KYMEHT,
comepxamii CBEACHMA O HA3HAYECHHH, NPUHUMNE JEHCTBHA W XAPAKTCPHCTUKAX H3AENuA,
HEOOXOAUMBIX ANA MPABHILHOTO €r0 NPUMEHEHH, TPAHCMIOPTHPOBAHWA M XPAHEHHA, a TaKKe
CBEACHUS, YAOCTOBEPAIOMIME TaPAHTUH HITOTOBHTENS.

[:E] PexomeHAYETCA NEPea MCNOAB3OBAHUEM NPOYECTh MHCTPYKLMIO N0 MPUMEHEHHIO K
CNeJOBATD €€ YKA3aHHAM.

Mo Bcem BONPOCAM, KACAIOWIHMCA HCMIOAb30BAHWA W3JennA, HeoGxoaumo obpaimarses K
H3TOTOBUTEIO HIH K €10 YNOJHOMOUEHHOMY NPEACTABHTENIO!

. HsroTosurens:

Weifang Hengcai Digital Photo Materials Co., Ltd. (OO0 «Undponsie Buacomatepranst X3Hua,
Boiidanr)
Anpec: (Yingzi Village South 500 Meters) Yishan Road East, Dongcheng Subdistrict Office,
Linqu County, Weifang City, Shandong, P. R. China
Ten.: +86 0536-2190926
E-mail: david@hcsminkjet.com

MecTo npousBoacTea:

Weifang Hengcai Digital Photo Materials Co.. Ltd. (OO0 «Liugposuie Buaeomarepuans X3Huai.
Baiidan»)

Appec: (Yingzi Village South 500 Meters) Yishan Road East, Dongcheng Subdistrict Office,
Linqu County, Weifang City, Shandong, P. R. China

[\ MOUEHHbIH N CTABHUTCAb U3TOTOBUTEC/IA B M
Q OGuecTBo ¢ orpanHyeHHOi oTBeTCTBEHHOCTBIO «KAYPA» (OO0 «AYPA»)
Aapec: 355008, CraBpononbckuii kpaii. r.o0. ropoa Crasponoas, r. Crasponons, yn. lonenesa,
A. 47, nomew. 40
Ten.: +7 (905) 338-89-63
E-mail: auramed99@mail.ru
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Hucrpykuns no npamMeHennio

Bepcusn A/

1 OBIIAA HHPOPMALIUA
1.1  Baeaenune
HacTosauias HHCTPYKUKA NO NPUMEHEHHIO pa3palboTaHa B COOTBETCTBUHM ¢ TpeGoBaHHAMU
HALMOHANBHBIX CTAHAAPTOB U MEX1YHAPOAHLIX HOPMATUBHLIX AOKYMEHTOB (CTaHAAPTOR).
1.2  HanmeHoBaHUE M3AETHA
Mnénxa ans meanurHckoro nprHrepa RM-HL
. BapHaHThl HCNORHEHUA:
1. INn&uxa ana meguumtckoro npuHTepa RM-HL 8*10 arofimos (20%25 cm) (100 wt/yn)
2. NMn¥uka ans meanuunckoro npuntepa RM-HL 10*12 moidimos (25%30 ¢m)
(100 wt/yn)
3. Mnéuka ana MeauuuHckoro npuurepa RM-HL 11*14 moiimos (28x35 cm)
(100 wr/yn)
4. MNnénka ana MeauuuHckoro npuurepa RM-HL 14*17 npoiimos  (35%43  cmM)
9 (100 wr/ym)

I, UucTpyKums no npuMeHEHUIo — | wT.

2 HA3ZHAYEHHE H ONTUCAHHE

2.1  Ha3sHaueHue H YCNOBHSA NPUMEHEHHR

[néuka npegHasHayeHa ANA UCMONL3OBAHUA B CUCTEMAX MEAHUMHCKON BM3YANH3AUMA B
MpUHTEpaX, UCMONB3YIOWHX NPUHUMN NOMYYEHHA U3OOPAKEHHA C MOMOLILIO M3MEHEHHA
TeMAEpaTyphbl MOCPEACTBOM CYXOit Me4aTH.

OGnacTh MNPUMEHEHHA: B YCAOBUAX NeYeGHO-NPOPHNAKTHUECKHX MEOHLMHCKHX
yupexaeHHii B CnelHanbHbIX KaGuHETaxX, NMpeAHAZHAYEHHBIX B TOM 4YHCIE AN TIPOBEACHHA
PEHTrEHOBCKHX MCCEAOBAHHI, MOGHILHBIX MEAHLIMHCKHX KOMIJICKCOS.

Knacc n3genvs B 3aBUCHMOCTH OT NOTCHLHANBHOTO PHCKA IPUMEHEHHA — 22,

BuA KOHTAKTA C OpraHM3MOM MAUMEHTAa OTCYTCTBYET, NEPCOHAN PEHTTEHOBCKUX
oTaeneHnit oba3aH paboTaTh B NnEpyaTKax.

2.2  [MoreHunanbHble noTpebureny
. Hanenue npeaHazHaueHO And TPUMEHEHHA  KBATH(HLMPOBAHHLIM  NEPCOHANIOM
PEHTTEHOBCKHUX OTAENEHHH, KOTOpBIE HemocpeacTBEHHO paGoTaloT ¢ 060pYAOBAHHEM, a TAKKE
OCYLIECTBIAIOT KOHTPO/Nb HA1 €0 HCMOJB30BAHWEM, K O3HAKOMMBLIMECA € HHCTpYKuuedl mno
NPUMEHEHHUIO.

23  Tloka3aHus

Ins  MCNONL3OBAHMA B CHCTEMAX MEAWLMHCKON BH3yanM3audH B NPUHTEpax,
UCTIONL3YIOLIUX [PUHUMIT TIONYYEHUA H300PaKEHHR ¢ MOMOIRbIO W3IMEHEHUS TEMNEPATYpbl.
Mnaénka cosmecTuMa ¢ TepMonpuHTepoM Meauuuxckam HYC-4600, npomssoactea Weifang
Hengcai Digital Photo Materials Co., Ltd. (OO0 «Liu¢poBbie sracomaTepuansi X3Huaid,
Baiidan»).

24  [porueonokas’aHua U NOGOUHbLIE ACHCTBUA

[TpoTrBONOKa3aHHIt U NOGOYHLIX ACHCTBUI HE BLIABIEHO.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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UHCTpyKUHS 110 NPHMEHEHHIO

Bepcusn A/0

2.5 Mepsl NpeaoCcTOPOKHOCTH

&Buumanne!

— OG6pawarbes ¢ IMIEHKOH CleayeT OCTOPOKHO. He MsTb. HE CK1a1blBaTb. HC
Je)OpMHUPOBATL U HE TEPETh. HE 1IPUKACATLCA K ILIEHKE MOKPO#H py KOH.

—  XpaHuThb NNEHKY cheayeT B BEPTUKAIBHOM MONOKEHHUH, uToOBl W30CKaTh
MOBPEXKACHUS B CIEICTBUH BO3HUKHOBCHHS J1dBJICHHUA.

— He caeayeT ocTaB1aTh IIEHKY BO3JIE TEMJIOBbIX W U31y4atOILMX HCTOYHHKOB.

2.6  PacwudpoBka cumBo.10B

OO0BACHEHHE MPEAYNPERIAOUNX CHMBOIOB, WCTIO/Ib3YEMbIX HA YIAKOBKE M3j1e/iMi W B
HACTOALLEH MHCTPYKUMU NPUBEICHO B Tadauue .

Ta6auua | — PaciwmdpoBka npeaynpekAatoLMX CHMBOJIOB

CumBoa Onncanne Pacnojaoxenne

Jlata u3rotoBaeHus [ToTpebuTeabckas ynakoBka

[TorpebuTensckas ynakoska /

HaumeHoBaHHe 1 a1pec npou3BoaTeNs
TPaHCTOPTHAs YNAKOBKA

Kona naptuu [MorpebuTeabcKkas yrnakoska
He ctepuabHoe H3aeme [MorpeOuTenbCcKas ynakoska
3anpeT Ha NOBTOPHOE NPUMEHEHHE MorpebuTtenbckas ynakoBKa
He ucnonb3oBath NpH NOBPEKIACHIH YTTAKOBKH [MoTpebuTenbckas ynakoBka

[MotpebuTeabckas ynakoska /
TPAHCIIOPTHAsA YMaKOBKa
[loTpeGuTenbckas ynakoBka /
TPAHCIIOPTHAs VI1aKOBKa

HOMep MO1eJIH (BapHaHTa HCMOAHEHHS)

MeaHunHCKOoe u3aenue

3HaK COOTBETCTBHA €BPONEiCKUM HOpMaM MorpebuTennckan ynaxkoska

YnonHOMouYeHHblil 1t Pe/ICTaBUTE L B

N [MorpedHTenbCKas ynakoBka
Esponeiickom coobuiecTse

CpoK roaHOCTH [MoTpebureabckas ynakoBka

O6paTHTECh K HHCTPYKLHMH O UCMONb30BAHHIO [MotpebuTeabckas ynakoBka

o g RE|Heek iR -

23 Bepeub OT BO3aeiicTBHS TeNI0BLIX W i3ayuatownx | [MorpebuTenbckas ynakoska /
f\ HCTOYHHKOB TPaHCMOPTHas yMakosKa

.
.

[MotpeduTensckas ynakoska /
TPAHCMOPTHAS YNaKOBKa
MotpebuTenbckas ynakoska /
TPaHCNOPTHAs yIAKOBKA

Bepeub oT Bnaru

Xpynkoe

TemneparypHblii anana3oH TpaHcnopTHas ynakoBka

N
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Huctpyxnus no npaMeHenuio
Bepcua A/

3 ONHUCAHHE M3AEJIUA

IMnénka (pucynok 1) anserca Tepmorpaduyeckoil MEAMUMHCKON ANA Cyxoll neyaTd u
H3MOTORACHA M3 NOTYGO TUTEHKH HA OCHOBE NONHICTEPA € H300PA3HTENbHLIM H 3aLLIHTHBLIM CIO0EM.
H306pazuTenshutii coil M3TOTORIEH C MPHMEHEHHEM TCPMOXPACHTENECH, NONMBHHUIOBOIO
CNHUPTA M NATEKCA, 8 3aUIMTHLIIH Cnoil BKMIO3aeT B ceOA cTeapaT LUMHKS, CHNHKOHOBOE MACO H
nonuBMHUNOBHYM cnupT. TToAXOAWT AN MNEYaTM W BLIBOAA MEAMLIMHCKHX UMPPOBLIX
nzoOpaxennii, Taknx kak CR, DR, KT. MPT. MoxeT ¥cnons3oBareca And MEAHLHHCKHMX
NpHHTEPOB ¢ PyHKUMEH BBIBOAA H300PpaKEHHH HEMOCPENCTBEHHO B CBETNON KOMHATE. [1n€HKa He
aensercs gotorpaduuecku ceetouyecrentenbHoil. IpeanasHaueHa ANS BHICOKOKAYECTBEHHOH
JIMArHOCTHKM K HCTONB3YETCA B KAYECTBE anbTepHAaTHUBb OymaxHOi konuu. IT0 usaenue
ABNSETCA PACXOAHBIM METEPUANOM OZHOPAIOBOrO HCNOAL30BAHUA, HE CTEPUIIBHOE.

Jina onpenencHHA 4yBCTBMTENbHON CTOPOHBI NMASHKM Ha Hell mpeaycMoTpen 3yGeu,
KOTOpBI O/KEH HAXOAWTHCR B HMKHEH HacTH ICBOrO Yriia KOPOTKOH CTOPOHB MUIEHKH, NpH
. PAcTioNOXKEHUN JIMCTA AJMHHBIMH KPasAMH B BEPTHKANLHOM HANPAB/IEHUH N0 OTHOLWEHUIO K
Habaiopatenio.

TnéHKa U3rOTaBNYBAETCA B YETHIPEX BAPHAHTAX HCMOIHEHHS B 38BHCHMOCTH OT pasmepa.
Kaxaas ynakoeka coaepxut 100 aAucToB 0AHOrO TMNOPA3MEPa B COOTBETCTBMH € BapHAHTOM
MCTIONTHEHHS, NOMELLIEHHEIX B IOTOK.

a)

PucyHok | — BHewHuii 81A NNEHKH AN MEANLIMHCKOTO NPHHTEPA,
rAe a) — BHELIHWH BHA JKcTa NAEHKH; b) — BHEWHWH BUA NAEHKH B NOTKE

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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HucTpyruns 110 npuMeneHHIo

Bepcusn A/

4 TEXHHYECKHE TPEBOBAHMHSA

4.1  OcHOBHbBIE TEXHHYECKUE XAPAKTEPHCTUKH

4.1.1 TInénka cooTBeTcTBYET TPeOOBAHHAM HACTONWErO AOKYMEHTa, KOMNEKTY
KoHcTpyKTOpckod aokymentaunu (KI) Hsrotonurens, yTBepKIACHHOH B YCTAHOBIEHHOM
NOPAAKE.

4,12 OcHOBHBIE TEXHHYECKHE XAPAKTEPHCTHKH NNEHKH yKas3aHbl B Tabanue 2.

4.1.3 Pazmepnt H AONMYCKH MAEHKH B COOTBETCTBHH ¢ 1SO 4090:2001, 1SO 18939:2013.

Tabauua 2 - OCHOBHBIE TEXHHWHECKHE XAPAKTEPHCTHKH IIEHKH

Ne HanmeHoBanue Maguxa ans mexuupnexoro npusTepa RM-HL

XAPAKTEPHCTHRH $*10 awiim 10*12 nioiim 11*14 moiim 14*17 mioiim

1. | Homuuanbheifi 20 x 25 25 x 30 28 x 35 35x43
dopMmar, cM

FaGapuTHbie pazMepbl

ONHOTO MHCTA, MM 200,8 x 250,0 | 251,9x302,5 278,4 x 353,2 353,0 x 429,0

AomycTumoe +0,8 +0,8 +1,0 +1,0
OTKNOHCHHE, MM

2. | Toruwuna ogHoro 193 196 195 200
JIHCTA, MKM

HdonycTumoe
OTKNOHEHHE, MKM

+5 x5 +5 +5

3. Macca onHoro Jucra, r 13 20 26

Honycrumoe

+3 +5
OTKNOHEHME, I

4. OntHveckan <0.25
NAOTHOCTb BYaNu =

5. MakcamanbHas >28
OMTHYECKAA NAOTHOCTS =

[6. | YyecTBHTEABHOCTE K

c He uyscTBUTENLHA

7. Liset nnéuku ony6as npospaunas

4.14 dopma NIEHKH NPAMOYrONLHAA CO CKPYTIEHHBLIMH YriamH, OPOPMACHHBLIMH B
npeaenax YeTBEPTH paanyca OKpyxHocTH 4 + 1,2 MM,

4.1.5 TInéuka umeer m3obpazuTenvHblii W 3aWMTHRIA cnon. M3oOpasurenensiil caoi
pearHpyeT Ha BBICOKHE TeMrepatypsl, obecnieunsas HaHeceHne n3o0paxeHns. 3aUTHLIR Coi
npuaaéT NIEHKE YCTOHYHBOCTD K LlapanyWHaM. BO3AEHCTBUIO BIATH.

4.1.6 Ha kopoTKOM Kpae NIEHKH OKOMO HHXKHEro NEBOro YIJia pacnosioskeH 3ybeu
rnyGuHoif He Gonee 3,5 MM. mpeaHazHaueHHBIH ANA onpeAcNeHUs YYBCTBHTENbHON CTOPOHHI
NNEHKH.

4.1.7 TInénka nomeiuesa B JIOTOK. pasMepbl JIOTKA B COOTBETCTBHM ¢ TaGamued 3.
JlormycTiMoe OTKIOHEHHE pasMepoB IOTKOR = 5 mM. Ha 3aaHeii noBepxHoCTH N0TKa A0KHA OBITH
PaCHOJNIOKEHA PARMOYACTOTHAA METKa, Hecyulaa B cefe koA A Kaxkaoro dopmara NAEHKH,
npeaHa3HaYeHHAA AN HACHTUPUKAUHK NAEHKM COBMECTHMBIM C HEH TEPMONPHHTEPOM.
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HucTpyxuns no npuMenenHio

Bepcusa AN
Tabauua 3 — Paamepet noTKa
Pasmep J0TKa
M Pasuep natman Aanna, Mat Inpuna, Mm BricoTa, MM
1. | 8*10 aiolimoB (20%25 cm) 401 378 15
2. | 10*12 moiimos (25%x30 ¢m) 401 378 15
3. | 11*14 moiimon (28%35 M) 401 378 15
4. | 14*17 moiimos (35%43 ¢cm) 475 378 15

4.1.8 Ha noBepxHOCTAX MAEHKH OTCYTCTBYIOT OTCNAWBAHHS, LAPANHHBI, 3arPA3HEHHA,
HHOPOAHBIE BIUTIOUEHHS H ApYTie Ae(heKThbl, YXYALIAOWNX BHEWHWH BHA H3ACAUA.

4.1.9 Cpok roaHocTH MIEHKH 2 roja ¢ JaThl e H3roTOBACHUA NPH CODIOACHHH YCNOBUA
XPaHEHHA.

4.2 Marepuansl, NPUMEHAEMbIC NPH UNOTOBNECHHH U3ZCANA

4.2.1 Marepransl, NpHMEHAEMbIE NPH HITOTORMEHHH NIAEHKH, COOTBETCTBYIOT
TpebGoBaHHAM AEHCTBYIOMIMX CTAHAAPTOB H HOPMATHBHO-TEXHHYECKOH AOKYMEHTALIKH HA 3TH
MaTepHanbl,  MPEAYCMOTPEHHbIE  JCHCTBYIOWMM  3aKOHOAATENLCTBOM, M HMEIOT
COTIPOBOJIMTENLHLIE AOKYMEHTH O KAYECTBE NPEANPUATHA-NIOCTABLUMKA.

422 BxoaHoil KOHTPONbL CHIPA H MaTEPHANOB, MPUMCHACMBIX MPU NPOU3BOACTBE
MNEHKH, NPOBOAUTCA B COOTBETCTBHH ¢ TpeGoBaHuAMU cepTHOUUMPOBAHHON W 3(dekTHBHO
MCNONB3YEMO#t CHCTEMBI MEHEDKMEHTA KavecTBa, BHeApeHHOH y M3rorosuTens.

4.2.3 Bua KOHTaKTa ¢ OPraHU3MOM NaUHeHTa OTCYTCTBYET, Nnepconan obasan paborats
B NepuarKax.

43 KoMnnekrHocTs
4.3.] KoMniekT NOCTaBKU MNEHKM ANA MeauLMHCKoro npuutepa RM-HL cornacxo

Tabnuun 4.
. Tabnuua 4 - Komnnexruocts

N HanmenoBanue KoauuecTtno

I. | Tné&uka ana meanunnckoro npuutepa RM-HL B BapHantax HCMONHEHHA: | -

1. | In&xxa ans meauunuckoro npuntepa RM-HL 8*10 moitmos (20%25 cm) 1yn
(100 wr/yn)

2. | Mnéuxka ans meguunHckoro npuatepa RM-HL 10%12 atofimos (25%30 cm) | 1 yn.
(100 wr/yn)

3. | Mn¥uka ana meauunnckoro npuurepa RM-HL 11*14 moiimos (28%35¢em) | 1 yn.
(100 wr/ym)

4. | IMnéuka ans mequunHckoro npiHTepa RM-HL 14*17 awiimos (35%43 ¢cm) | 1 yn.
(100 wt/yn)

Il. | AHCTPYKUKMR NO NPHMEHEHHIO 1 wr.
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Huacrpyxuns no npuMeseHuIo

Bepcus Al

4.4 CseoeHus O MAPKMPOBKE M YTIAKOBKE H3AeNUA

44.1 MapkupoBka nA€HKM pa3zpaboTaHa B COOTBETCTBHM CO  CTAHAApTOM
1SO 15223-1:2021 u TpeGosanuamn INpunoxenns 1 Pernamenta (EC) 2017/745. Mapkupoeka
AOCTOBEpHAA, YETKaA, JIETKO YHTAEMa,

4.4.2 Mapkupoeka B nonHoM ofbeMe HaHeceHa Ha OAHY H3 CTOPOH MHAMBUAYANBLHOMN
YNaKOBKH B BHIE 3THKETKH WK B BHie OYMaXKHOrO ApAbIKa, NPUKPETLIAEMOTO K HEH, H COACPIKUT:

— HAHMEHOBAHHE U a1PeC NPEANPHATHA-H3TOTOBUTENA,

— MNONHOE HAHMEHOBAHNE H3ACNMS;

— JAaTa H3roToBieHus (Mecau, Tox);

— HOMEp NapTHH;

— HACHTHWKALMOHHLINH HOMEP BapHaHTa NCTIONTHEHUS (MOAENH);

— pa3mep NNEHKH B qroHMax;

~ HOMMHANBHBIN opMaT NNEHKH B CAHTUMETPAX,

— KONHYECTBO NMMCTOB MNAEHKH B YNIAKOBKE;

— CpOK FOQHOCTH;

— 3HaK cooTBeTcTBUS Esponeiickoro ceprudukara kauectsa

— cumBon «MeanuuHcKoe u3aenue»;

— cumBon: «He cTepunsHo»;

— CHUMBON: «3aNpeT Ha NOBTOPHOE NPUMEHEHHEN;

— cumBon «He Henonb308arh NPH MOBPEKIACHHH YITAKOBKHUY;

—~ cumBoN «O6paTHTECh K HHCTPYKLUNH N0 HCNONL3OBAHUION;

— CHMBOJ «YNONIHOMOUEHHBIA npeacTasuTens B EBponeiickoM coobwecrser;

— YCJIOBHA XPaHEHHsA, PEKOMEHAOBAaHHBLIE W3rOTOBUTENEM: cuMBon «Bepeus orT
BO3ACHCTBHA TENNOBHIX U HINYUAIOWHX HCTOMHHKOBY, CHMBOA «Xpynkoe. OCTOPOXHO», CHMBON
«Bepeub ot Bnaru», cumeon «llpegensl Temnepatyp».

4.4.3 O6vacHeHHe NpeaynNpeXKAAIOLMX CHMBOJIOB, HCMIONE3YEMBIX HA YNIAKOBKE H3AEAHA,
npueeacHo B TaGmune 1.

4.4.4 PexBu3uThl YKa3bIBAIOT W 3AMONHAIOT NONHOCTHIO MK COKPALLICHHO B COOTBETCTBHH
€ NpaBUNaMH COKPaLLCHUs NPH HANHCAHHH.

445 TpaucnoprHas MapKUpOBKA HaAHECEHA Ha OYMAXKHbBIE WIH KAPTOHHBIC APNLIKH, HAH
HENOCPEACTBEHHO Ha Tapy, APJILIKU NPUKPEIUICHB K YNaKOoBKe KMeeM HITH ApYTHMH MaTepranam,
ofecneyuBalOLMMH COXPAHHOCTb IPy3a U MAPKUPOBKHU.

44.6 MapkupoBKka TPaRHCMOPTHOR Tape! ¢ HAHECSHHEM MAHUITY NALHOHHBIX 3HAKOB:

= «Xpynkoe. OcTOpOXHO»;

— «bepeub oT BRarn»:

—  «llpegenp TemnepaTyp»;

- «Bepx»;

— «Bepeus OT BO3ASHCTBIA TENAOBBIX H HINYHAIOUINX HCTOYHHKOBY;

447 Tlnéuka B xonnvectee 100 sucTOB ¢ BAOXKEHHBIM  OenbiM  AMCTOM
COOTBETCTBYIOLIErO €if pasMepa MOMELICHA B JIOTOK, 2 38TeM B HHAHBHAYAILHYIO YNAKOBKY H3
amoMuHHeBoH Gonbru noj BakyyMom (poabruposaHisiii nakeT).

4.4.8 HuanBuAyanbHble YNAKOBKH HMEIOT CNEAYIOLIME XAPAKTEPHCTHKH:
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Hoxyment Ne | CE'MDR-Z130106-01-02

HecTpyKusa no npHMeHeHnio
Bepcusa A/D

-~ ana mnéikyd RM-HL 8*10 moitmos (20%25 cM): pasmep (IxLLIxB) 500%470%24 mm
% 5 %, macca 6pyTro 1,6 KT+ 5 %;

— ana onéuku RM-HL 10*12 moiimoe (25%30 cm): paamep (IxLLIxB) 500x470%24 MM
+ 5 %, Macca Opyr10 2,3 KT £ 5 %;

— ana nnéiku RM-HL 11*14 moiimos (28%35 cm): pazmep (IXLLIXB) 500x470%24 mm
= 5 %, macca GpyTro 2,9 kr+ 5 %;

- a3 méuku RM-HL 14*17 molimoB (35x43 cm): pasmep (JxUIxB)
§75x470%24 mm = 5 %, Macca OpyTro 4.4 kr+ 5 %.

449 DxcnnyaTalMOHHAs AOKYMEHTAlMA NOMELIEHA B MaKeT M3 NOJAHITHICHOBOIR
MICHKH W YNOXEHAa BMECTE C M3ACTHEM B (OpPMY W3 NCHOMNAcTa, MCMOAB3YEMYIO NpH
TPAHCTIOPTHPOBKE.

4.4.10 TpancnopTHas ynakoBka BMEILACT 5 HHAMBMAYanbHHIX yYnakoBoK. Kaxaas
WHAMBHAYANIbHAA YNAKOBKA YJOXKeHa B (opMy W3 TNEHOMIACTA, HCMONbL3YEMYIO NPH
TPEHCTIOPTHUPOBKE,

4.4.11 Macca GpyTTo TpaHCNOPTHOMH YNaKoBKH:

- ana mnénkd RM-HL 8*10 gioiimos (20%25 cM): 9,0 kr+ 5§ %,;

- ans mnénaku RM-HL 10*12 goiimoB (25%30 em): 12,5 kr+ 5 %;

- ans inéuku RM-HL 11*¥14 mofimos (28%35 eM): 15,5 kr+ 5 %;

- ana mnéaku RM-HL 14*17 moitmos (35%43 cM): 23,5 kr+ 5 %.

4.4.12 YnakoBka ofecnevnBaeT 3aUIUTy COACPIHUMOTO OT BOIACHCTBUA MEXAHHHECKHX W
KJIMMaTH4ECKHX (PaKTOPOB BO BpeMs TPaHCMOPTHPOBAHKA U XPAHEHNH, a TaKOke HaKnbonee nonHoe
HCMONB30BAHUE BMECTHMOCTH TPAHCMOPTHRIX CPEACTB W YAOGCTBO BBHINOJHEHUA Pasrpy30MHO-
norpy3oussix pabor.
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HBcTpyknns no npHMeHeHHI0

Bepcusn A/0

§ YKA3AHHA IO 3KCIVIYATAIIHA

5.1 HcnonbsoBanne NIEHKN J0MKHO OCYLIECTBIATHCA B COOTBETCTBHH ¢ HHCTPYKUMEH NO
NPHMEHEHHUIO.

52 K oakcnnyatausu u3aenus  JONYCKAETCA  KBAIM(PHLHPOBAHHBIK  TEpCOHan
PEHTreHOBCKWX OTAeNeHUH, KOTOphH HenmocpeacTeeHHO pabotaer ¢ ofopyaoBaHUEM, a TaKxKe
OCYMIECTBNIAET KOHTPOJb HAA €ro WCMONbL30BAHHEM, W O3HAKOMMUBIUMECH ¢ MHCTpYKUME# no
NPUMEHEHMIO.

5.3 Obpawathca ¢ nagHkolt cnepyeT OCTOPOKHO, HE MATH, HE CKAAABIBATHL, He
AepopMHPOBATH W HE TEPETh, HE MPUKACATLCA K MJIEHKE MOKPOA PYKOH.

6 CBEJAEHHA O MATEPHAJIAX YEJOBEYECKOIo H XXHBOTHOI'O
NPONCXOXAEHHSA, COAEPKALIMXCA B MEAHIIUHCKOM H3AE/IHH
' HUaneaune He COAEPKUT MATEPHANOB KHBOTHONO HIIH YEIOBEUECKOTO MPOKCXOKACHH.

7 CBEAEHHS O COAEPKAHME JIEKAPCTBEHHBIX CPEACTB B
COCTABE MEAHIIHHCKOTO H3JEJIHA

Hznenne He cOAepKHUT NIEKapCTBEHHBIX NPENApaToB AN MEAUUHHCKONO NPUMEHEHUS M
papmaueBTHYeCKHX cyOcTaHLMHE.

8 CBEJAEHMS OB HCCJIEJOBAHHUH HA ’KHBOTHBIX
Hccnenosanna Ha IUBOTHBIX HE NPOBOAUANCD.

9 CBEJAEHHA O CTEPHJIM3AIIHH
He npumenumo. [In€rka He ABARETCA CTEPUALHOH KW He JOMKHA [MOABEPraTbCs
CTEPHIIH3ALNM.

11
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HECTPYKIHSE NO NPHMEHEHHIO
Bepcna AN

10 MCNOJIB30BAHHE I10 HASHAYEHHIO

10.1  O6ue nonoxkeHna

Kaxxaoe u3zenne NPOXOAMT nepea Mpoaawei CNeuHaabHyio NPOBEPKY H3rOTOBHTENEM.
Tem He MeHee, PU TPAHCTIOPTUPOBKE MOTYT NPOM3OHTH HENPEABHACHHBIE MOBPEKICHHA, HE
CRA3AHHBIE ¢ NPOU3BOACTBOM H3ACAWA.

Moxanyicra, NposeanTe BU3YabHYIO OLEHKY YNaKOBKU, COCTOAHHA NOTKA C NNEHKOA,
4yT008 YOEANTLCA B OTCYTCTBHH PasNHYHBIX NOBPEKACHHA.

10.2 DkcnnyaTauHOHHbIE OrPaHHYEHHA

2\ Bunmanue! HUcnoarsyiiTe NAHKY B COOTBETCTBHH C €€ HA3HAUCHHEM.
PaGoune ycnoBua okpyxalowe cpeast:

Temnepatypa: ot rimoc 18 °C ao nmoc 25 °C.

OTHocHTeNbHAA BAAXKHOCTD Bo3AyXa: He Gonee 70 %.

Atmocdepuoe nagnetue: ot 86,6 no 106.7 xIla (ot 650 zo 800 mm pr. ct.).

10.3 [loaroroska K 3KCIUTyaTauMH

OrkpoiiTe YNakoBKy, aKKypaTHO BbIHBTE JIOTOK ¢ nneHKko#H. [lna yaobcTea nepemewmeHus
N0TKA UMeeTCa yraybneHue, UMHTHpYIOLIEE PYKY, B HHXKHEH 4acTH NOTKA,

A\ Buumanue! He OTKpBLIBaiiTe YNAKOBKY HOXOM (Hanpumep, pesakom ana 6ymaru). Do
MOJXKET MOBPEANTL TNEHKY, W €& Henb3a GyAeT HCNOb30BATH AN NEUaTH.

10.4 Topagok npumeHeHUs U3TENUs

1.  Ycranoeure n0TOK ¢ MAEHKAMKM U GenbiM JKCTOM OyMar# B COOTBETCTBYIOIMEH
NOTOK MEHLIMHCKONO NPUHTEpPA.

2. Yaanure Genntii aucT GyMard 1 3aKpoiiTe JOTOK MEAHUHHCKOTO NpUHTEpPA.

/A Buumanne! He npuKacafiTech K Ne4aTHOH CTOPOHE NAEHKH.

. 3.  Haneuaraiite KaNIUGPOBOMHYIO CTPAHHLYY TUIEHK.

A\ Bunmanue! B cny4ae BO3HHKHOBEHWS COMHEHHH BEPHO /iU YN0XKeHa NaEHKaA B JIOTKE
NoNb30BaTEMO HEOOXOANMO aKKypaTHO M3BJeYb BEPXHUH nMCT NiéHKM W ybeanTees, uro 3ybel,
CNYKalHiA 408 OPUEHTHPA K ONpPefeneHUIO YYBCTBHTEAbHOH CTOPOHBI MAEHKH, HAXOAWTLCA B
HIXHERN YCTH JIEBOTO YrNia KOPOTKOH CTOPOHLI NIEHKH. By AbTe akKypaTHbi, 4T00b! HEe NEpernyTh
WK HE CMATH MAEHKY.

4. [ln&uxa roToBa K HCMONB3IOBAHMIO.

2\ Buumanne! Koraa nngHka Ucnonb3yeTcsl BMECTE ¢ MEAHLIHHCKHM MPHHTEPOM, MOTYT
BO3HHKAaTh NpoGneMbi ¢ H300paxkeHHEM Wu3-3a HeKoppeKTHo#H paGoThl ofopyaosanus. Bam
CeayeT OOpaTHTECA K MHKEHEPY, YTOOk! PELUHTD 3Ty npobaeMy, H CNenoBaTh HHCTPYKUMAM Ans
MEAHLUHCKOTO PHHTEPA.

12
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HHCTPYKUHSA N0 NPHMEHEHHIO

Bepcuna A0

11 TPAHCMOPTHPOBAHME H XPAHEHHE

11.1 TpaxcnopTHpoBaHHEe NAEHKH MOXKET OCYWIECTBAATHCA BCEMH BUAAMM KpPBITHIX
TPAHCMOPTHLIX CPEACTB B COOTBETCTBHH ¢ TpeGOBaHHAMM YCNOBHA XpaHeHHd. 3anpewaetcs
HAHOCHTb MEXAHHYECKHE NOBPEKACHHS.

1.2 VYcnoBua XpaveHusn W TPAHCNOPTUPOBAHMA W3ACNAMA: [NPH  TEMNEpaType
OKpyXalouwero sozayxa or mmoc 5 °C go nmoc 25°C w orHocuTensHoit BnaxxHocTH o1 30 % ao
70 %.

2\ Bunmanue! Hsbuounas TEMMEPATYPa H BAAKHOCTH BO BpeMS XPAHCHHA BHI30BYT
CAMNAHUE NNIEHKY, NOAHHMAIOWMUACT TYMaH H Ne(DLKTh Ka4ecTsa.

11.3  Xpanuth Na€HKy cleayeT B NpOXNAIHOM H CyxoM MmecTe 6e3 nbiim, Gepeys OT
BO3JAEHCTBMA MNpPAMBIX CONHEYHLIX AyuYell, KUCIOTHLIX M IIENOMHBLIX ra3os (TAKMX Kak
CEpOBOIOPOA, AMMHAK, AMOKCHA CePhi H hopManbacrua).

11.4 Xpaunte NASHKY CcAeAyeT B BepPTUKANLHOM NONOKEHHH, 4TOOB H3GexaThb
NOBPEXKACHHA B CNEACTBHH BO3HHKHOBEHUA 1aBICHHA.

12 TPEBOBAHHUA K TEXHHUYECKOMY OBCIHYXHBAHHIO H PEMOHTY
MEJHIIMHCKOI'O H3AEJINSA

[Inénka npeacrasager cobo#t pacxXOAHBIH MATEPUAT W HE NOAIEKUT TEXHHYECKOMY
00CTYKUBAHHIO H PEMOHTY,

13 TPEBOBAHUS YTUIM3ALIUM H OXPAHBI OKPYKAIOLIEHA CPEJIBI

13.1  VTuamzaguio HeoGXOAMMO OCYILECTBISTL B COOTBETCTBHM € NPHHATHIMH B
MEQHUMHCKOH NPakTHKe HOPMaMH, a TAKKE COOTBETCTBYIOLMMH MECTHBIMM, FOCY1apCTBEHHBIMH
¥ (eaepanbHBIMH 3aKOHOAATENLHLIMH aKTaM¥ M HHCTpykuuamu. B P® npeaycmotpen
CanlluH 2.1.3684-21.

13.2 Cornacso CaullyH 2.1.3684-21 nnénka OTHOCHMTCA K Kmaccy A -
MUAEMHONOTHYECKH 0€30NacCHbIE OTXOABI.

13.3 [Inéaka NOANEXKHT YTUAM3AUMK B Ciyuae NOATBEPXKACHHA (aKToB #
o6CTOATENLCTE, CBHACTENLCTBYIOLIKX O HEBLIMONHEHHH NPEAYCMOTPEHHOTO HA3HAYECHHA.

13.4 VTaaMzauuu A0MKHA NOANEKATH BCA YNAKOBKA, B TOM YUCNE H TPaHCMOPTHaA,
VTURH3aUHHN JOIKHE] MOABEPraTeCA OTACNRHO GyMara, MONMITHIICH.

14 TAPAHTHH H3TOTOBMTEJIA

MU3roToBHTENb TapPaHTHPYET COOTBETCTBHME H3ACAWS TPeCOBaHMAM, NPHBEACHHBIM B
HACTOALIEM  JOKYMEHTE, NpH  COGMOAGHHM NOTpeOMTeseM  ycnosWi MW NpaBun
TPAHCNOPTUPOBAHHA, XPAHEHUA M SKCILUTYaTaLIMK B TEMEHNH BCEMO CPOKA NOAHOCTH HIACIIHA.
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HHcTpyKUHS O NPAMEREeHHIO
Bepcus A0

15 CBMIAETEJBLCTBO O NPUEMKE

Mnéuka ana Meauuruckoro npuHtepa RM-HL

BapuanTt nenosHeHua

Homep naptiu

NPHHATA B COOTBETCTBHMU C 00A3aTENLHBIMK TPEOOBARKAMH rOCY AAPCTBEHHBIX CTAHAAPTOB,
Jedtcreyliollell TEXHUMECKOH JOKYMEHTALUMH H NPU3HAHA FOJHOR 1A SKCNIYATALMH.

Ipeacrasutens 0TACTA KOHTPOAA KA4ECTBA

(runnas noonucsy) (pacuiugposra nodnucy) {Hama)

16 CBHAETEJBCTBO OF YINIAKOBBIBAHHH

In&nxa ana meauumnckoro npunrepa RM-HL

BapuanT ucnonxenun

Homep napruu

ynakoBaHa Ha npeanpusTun-usrovosuresne Weifang Hengcai Digital Photo Materials Co.,
Ltd. cornacto TpeGoBaHHAM, NPEeAYCMOTPEHHBLIM B ACHCTBYIOUIEH TEXHHYECKOH AOKYMEHTAUMH,

YnakoBbiBaHHE NPOH3BEA

{(Ruunas noonuce)  (PUctiihposra noonuc) (damay}

Hzpenamne nocae ynakoBHBaHHA NIPHUHAA

{runan noonuce) (paciiugiposka noowmic) (dama)

14
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OokymeHt M CE/.MDR-Z130106-01-02
MHCrpyKunsa no ripitmcMcliHio

Bepcus A/0

17 CBEAEHWVA O PEK/TAMALNAX
Bce peknamauuu  A(JVK/bl  wncpcnaBatbCA  YMOTHOMOYEHHOMY
HpeacTaBuresnito HpoH4YBoHIrena B P(P. pei uc ipupoBart bCA /1aBOAOM-U W OOUM TC/ICM U COfiepiKa b
CBELlEHNA O NPUHATBLIX Mepax.
CpoK pacc.MOTpeHUsA peknamaumm munotoslle.sieM - 1 (onuH| xlccam co aHA nony4veHus
peknamauuun. O NPUHATBIX Mepax MUCbMELLILLI e000LLaeycs NoTpeo6T ento.
Ana onpegeneHns npuunH umeco<.1Teelcrsma TK'laknfemo: O WYfennsd, ero YnakoBKW,
MapKMpPOBKM N KOMH.TeKrnoc!n TpeboBaHnAM compoHogwensnoii ;1oKyx(enrauym Heo6xoanmo

J COCTaBWTb aKT. B KOTOPOM [O/KHbI ObIM. YKayaHbl:
- Han.MeHOBaHHe Nunenus:
- HO.Mep napTuu;
-, TCTa.:ibHoe onncaHne HecOOTBETCULUS W i /.
Mpcanpusarne-nyro 1 0BUTCA:> npnnn\tacr pckia.MaumMkK ceaM  WC  y'cravoB.Tema BMHA
nosny4yarens B BOUHMKHOBenumn ne(()ekra B Uyenmmn.

MPUNOXEHUVE A
MEPEYEHb HAUMOWN. 1IbHbI\ 1 MEXXAYHAPOOHbIX HOPMATUBHbIX

Dol e e b T
R \ (0 vsrns vapyrhnn] Bernenonaeny traglipri
AEEREREEE P g A0 ks )bty IRRRRRAREY
! EERRER AN

[JvpektBa EHpouciickoro MapnameHTa u
Per.uameHT (EC) 2i.M7.745 Cogeta 2017. 745 ot
1 5 aHpemsa 2017 T. 0 Me.:ULIMUCKW,Y UYSICIIUSX

NTTCIMS MC,MILMMUCKHC. CU.MHOb,

3TVKETKA ! Mu\lensicmbic gna nepegaydn MHGopMaLmu,
PykosogcTeo no  1SO 15223-1:2021 MPCOCTaHMACMOli MUrotoHUTeaevi. YacTb 1

I derviyaraym ( wBM  rpybOBaHU X
Marepua.Tbl , T/ HUYYXXWYauumn. Lindgposble
1SO 18939:2013 TBepNHCKONMM NN MENMHUMCKON
BLYyaj mMTaumn. MeToabl U3MepeHun a
doTorpatusd. MeguumHckme
PCH M CUOHCKMe KaceeTbl/ )KpanblIUICHKN 1
: M-TEMKM A1 pacveyarky n4obpax cumii.
"£422 [ 1222*MecKnc yCnoBus
(. amnapHo- .LLIKOCMWNOMOT UYECKNC
TPeooBamuna K COMePXaLLno Tepputopuii
' IOPOACKMX U CeNbCKUX iiocc.iemiii, K
i BO./IVbIM OMbEKraM. MUTLEBOW BOAE U
VIMAMYaUNS 1 1|iibcBOMY MOAOCMAGKENTIO,
MENMLNCKIX CaulMn! 12,1.3HX4-21 alMocdepromy BoUly'Xy, Nnoysam, >XUbIM
ML TCVA \ VOMZILOAVFM kennyaraumm
MPOVYBOACTHCHUBIX. O6LLEEerBCUmbIX
NOMELLICUMM, Opi aumsaumn 1 nposegeLui’
call nlapro-npo i MBOuLLIEM SiUeeK UX
(npodHnaknlueckll\) mepoupwms iini

Obwpe
CTaHzapThbl
1SO 4()90:200!
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ITepesud ¢ ancuickoeo 1 KUMARCKOSO A3pIK06 1A PDYCCKUL H3BIK

JIucr Nel:
<WITPHUX-KO/I>
<WTPHUX-KO/> 240412518-006 6/12 (7)
002202410160224 Poccus E S C 002
Poccus E 18.10.2024

Dniaesta Conema Numax
no p(l SN M W) H(l,’“l"l"!l

Pt
OR-K00 SW2404601
241011 011 00002 7/12

CEPTUOUKAT

<Ombaema Cosema Kumas no pazeumuio MexcOyHapooHoU mopeoenu>

Coset Kuras no pazBuTHiO MCXK.1YHAPO;IHOH TOProB/Ix
Mex;1yHapoaHas Toproeas naciata Kuras
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JIner Ne2:
CoBer KuTas no pasBATHIO MEXAYHAPOAHOH TOProBIn
Mexkaynapoanaa Toprosas najgara Kuras

CEPTHO®HUKAT

Ne 241100B0/H43377

HACTOSIMIUM YIAOCTOBEPAETCA, YTO: neuars xommnaunn 000
«{ndposuie BaneomaTepuans: Xouuai, Boiipan» (Weifang Hengeai Digital
Photo Materials Co., Ltd) na npunoxensom HNOKYMEHTE sasasercs
NOATHHHOMN.

Coser Knuran no pasBHTHIO

Tucnenue sa MeA1yHAPOIHOH TOProBay
naxaeitke: Cosem Kpyzian newams: Cosem Kumas no
Kumas no pazeumuo passuinuio MENCOYHAPOOHOU
MeNCOYHAPOOHOT mopeoeau * Jnr yoocmosgeperus
mopzoenu * [ins

yoocmosepenus Ynonaomouernoe
JHKo:
/lodnuce: Cyns L3/

Jara: 15 okrabpa 2024 r.

Jna npoBepxH NeACTBUTENLHOCTH CepTUdHKaTa NepeiizuTe co cobutke: hitps.//www rzecpit.com/validate. htm|
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JdAuct Ne3:

OnoGpeno xomnanueit

000 «Uudporsie BuacoMaTepHansl X3HuaH, Batidan»
(Weifang Hengcai Digital Photo Materials Co., Ltd.)
JtupexTop

/nodnuce/ Cunp13aHb ['OH

NOANKCH/MEUaTh

10 oxTaGpsa 2024 r.

Kpyznan newamv: 000 «L{ugposeie sudeovamepuaret Xonyaii, Batipan» (Weifang Hengeai
Digital Photo Materials Co., Ltd)

Juacer Nel7:

Kpyznas newams: Q00 «Ljugpposwie sudeosamepuarer Xonyati, Batipan» (Weifang Hengcai
Digital Photo Materials Co., Ltd.)

Juer Nel8:

OnobpeHo koMmanueH

000 «Lludposbie Buaeomarepuansl Xs>nuaii, Batidan»
(Weifang Hengcai Digital Photo Materials Co., Ltd.)
HAupexrop

/nodnuce/ CHHbI3SHDL [ 'OH

NOANHKCH/NeYaTh

10 oxTabpa 2024 r.

Kpyznas newamv: 000 «Luhposwie sudeosamepuaivt Xonyai, Batipany» (Weifang Hengeai
Digital Photo Materials Co., Ltd)

. JIncr Ne32:

Kpyznas neuams: 000 «Lugpposvie sudecomamepuanw Xowyai, Boipany» (Weifang Hengcai
Digital Photo Materials Co., Ltd.)
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JImer Na33:

Hacroaumii  sn0CTHAL  yaocTomepaer  moxmouwressto  <IITPUX-KOZ>
DOATHEHOCTS MOAMKCH, TIOAHOMONHA NHUA, NONINCABIESTO 11422262
BOKYMEHT M, MPH HEOOXORHMOCTH, MOMIMHHOCTE NCHATH MAH
IDTANTIA, CORCPIALINXCA B HOKYMEHTE. ANOCTIVIB HE YAOCTORSPACT
COZRPAAHNE AOKYMCHTA, ARS KOTOPOTO OH Geis BLIAAH.
Jins npoBepxkH ACHCTSHTEALHOCTH BAIAYH HACTOALICIC ANOCTHS
oTckannpylire QR-x0A HAN NEPCHANTE NO CONKS:

<QR-x0p>  Hacvosmmil  anocTHAR  YAOCTOBCPACT  HCKMIOMHTEALHO
NOATHHHOCTD TIONMKCH, DNOJHOMOYHN AN, DOMNMHCABIICTO
BORYMEHT K, npa 1nooGXOZMMOCTR, NOAANHNOCTE NCHETH WIH
MTAMNA, CORCPIRAMMINXCA B IOKYNMCHTE. ANOCTHAD HE YAOCTOREPICT
CORCPIMRNG AOKYMENTS, ARS KOTOPOro Ok CHIR BUAAH,
JANA npOBEPKK ACHCTSNTEALHOCTH BHUIANN HACTORIICIC MIOCTHAL
orckmupyitre QR-k0 HAN nepeflante fo cCuNke:

(Psarckad xonsenusia ot $ oxrabpa 1961 r.) .
. (Tsarckan xouseuuns ot $ oxrsbps 1961 r.)
1. Ctpatix: Kurakickas Hapoauan PecnyGmixa
Crpana: Kurradicxas Hapomias PecnyGama
Hacrommnil odausansHEIil A0KYMeHT
HacTonnuui oPHUARRHBIH 20KYMEHT

2. Goln MOZIBCA: Cyiib Liss
Gun noAmMcan: Cyus Lbw
3. BHICTYDRIONINM B KEUCCTRE VRONBOMOMCHHOTO AHI
BAICTYRIMOUINM B KRHCCTIC VNOIROMONCHHONO AN
4. CEPETINEH DCHATLIOINTAMION Coset KnTall N0 pRIsaTHIo MEOKIYHAPOEOR TOProsay
CKPEIINCH NCHATMO/MITAMNOM Coser Kntall no passiHio MeXIyHapoHoH TOprosns
Yaocroscpeno
Yaocroacpesio
5. B Tlexune 6. 17 oxTaGpa 2024 roma
B Tlexune 17 oxaGpa 2024 roza
Ty Lun, Tpetnii cexperaps
7. weM Koncyanoxuil 07068 MENHCTEPCTBA HHOCTPAHMMX ACK
KoM Tyw Linm, Tpemiat cexporaps

9. Mevars/mrrann: Fonozpagunecxan naxneliva: Koncysscxas
Tewars/mranm: cxywta Kumas
Kpyeaan 26pboean nessnn ¢ Raxreline: 10. Moanucs:

Munscmepemeo wwocmpanneix oex KHP * Toanuce:

Musaicmepcmeo unocmpansos oex KHP Modnscs/
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MepeBoa faHHOTO TeKcTa caenaH MHoiA, nepeBoAunKom MaeneHko Bnagucnasom CTaHUCNABOBUYEM.

MOAMUCH

Poccuiickas degepaums

"opon Mocksa

[BajuaTb NATOro HoA6PA ABe ThICAYM [BaLaTb YeTBEPTOrO roja

O KenTKO Pefop AnekcaHaposuy, HoTapuyc ropoga MockBbl, CBUAETENLCTBYIO NMOAMHHOCTb NOANMUCH
nepesoauvka MNasnenko Bnagucnasa CTaHWcnaBoBuya.

Mognuck caenaHa B .MOeM NPUCY TCTBUK.

JlnyHocTb nognucasLlero JOKYMeHT yCTaHOB/EeHA.

3apermcTpupoBaHo B peecTpe: Ne 62/137-H/77-2024-
Ynna4eHo 3a coBepLUeHne HoTapuanbHoro aecTaus: 400 py6. 00 kon

MOAMWCH

®.A. KBUTKO

lepboBas nevyaTb
HOoTapuyca r.MockBsbl

KBuTKOo ®.A
Bcero npoLuHypoBaHo, yMepoBaHo
1 CKPENeHo nevyaTbio mcT(a)(oB)
HoTapuyc
noanuch

Poccuiickas

nsaToro nosiOpw [ige ThicAYM ABafLUaTb YeTBEPTOro roga
[op AnekcaHfpoBuY, HoTapuyc ropofa MocKBbl,
NbCTAMO BEPHOCTL KOMWW ¢ npefcTaBneHHoro mberokymen’
ebly-hupiiano B peectpe: Ne 62/137-H/77-2024
|BepLuenme HoTapuanbHOro ,LEI/ICTB'I'.TNVV\”'pyﬁ. 0(W<on

DA KB/TKO

Bcero npowmTo, NPOHYMepoBaHO, CKPensieHo
neyatbto nuct(a) (oB)

Hotapwuyc
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