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This instruction for use applies to the medical device Saliva ejector dental disposable OCCI-
DENTAL, in variants of execution (hereinafter referred to as the saliva ejector) and is a combined
document containing information about the purpose, design, operating principle and characteristics
of the saliva ejector, necessary for its correct operation, transportation, storage and disposal, as well
as information certifying the manufacturer's warranties.

A Information that is important for the safe use of the saliva ejector is marked with a warn-
ing triangle with an exclamation mark. These instructions should be given special attention.

A The saliva ejector is intended for use by professional medical workers of therapeutic and
" preventive medical organizations with the appropriate qualifications: dentist, who have thoroughly
studied this instruction for use.

A ATTENTION! Modification of the product is not permitted!

For all questions regarding the use of the saliva ejector, please contact the manufacturer or an
authorized representative in the Russian Federation.

The manufacturer or authorized representative in the Russian Federation shall not be liable
for damage caused by the use of the saliva ejector for purposes other than those specified in this
instruction for use.

Manufacturer:

Full name: Jiangsu Yabaobao Medical Instrument Co., Ltd.

Abbreviated name: Jiangsu Yabaobao Medical Instrument Co., Ltd.

Address: No. 98 Zhongling Road, Sanmao Street, Yangzhong City, Zhenjiang City, Jiangsu
Province, China

Tel.: 86-51188092762, 86-13705296836 Fax: 86-511-88222305

E-mail: kevin@tribest.cn

Authorized representative in the Russian Federation:
«West» Limited Liability Company («West» LLC)

Address: 195112, Saint Petersburg, Utkin Ave., H. 15, Liter E, Room 2-N Office 12
Tel.: +7 (812) 317-17-00
E-mail: info@w-stom.ru
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1 GENERAL INFORMATION

1.1 INTRODUCTION
This instruction for use has been developed in accordance with the requirements of national
and international regulatory documents (standards).

1.2 PRODUCT NAME

Saliva ejector dental disposable OCCIDENTAL, in variants of execution

I. Variants of execution:

1. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, colorless — 100

pcs./pack.

2. Saliva ejector dental disposable OCCIDENTAL with removable blue cap, colorless — 100
pes./pack.

3. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, green — 100
pcs./pack.

4. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, pink — 100
pcs./pack.

5. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, violet — 100
pcs./pack.

6. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, yellow — 100
pcs./pack.

7. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, orange — 100
pes./pack.

8. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, blue — 100
pes./pack.

9. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, red — 100
pcs./pack.

II. Operational documentation:
- Instruction for use — 1 pc. (for transport packaging)

1.3 MANUFACTURER INFORMATION

Full name: Jiangsu Yabaobao Medical Instrument Co., Ltd.

Abbreviated name: Jiangsu Yabaobao Medical Instrument Co., Ltd.

Address: No. 98 Zhongling Road, Sanmao Street, Yangzhong City, Zhenjiang City, Jiangsu
Province, China

Tel.: 86-51188092762, 86-13705296836 Fax: 86-511-88222305

E-mail: kevin@tribest.cn
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1.4 PLACE OF PRODUCTION

Jiangsu Yabaobao Medical Instrument Co., Ltd.

No. 98 Zhongling Road, Sanmao Street, Yangzhong City, Zhenjiang City, Jiangsu Province,
China

1.5 AUTHORIZED REPRESENTATIVE IN THE RUSSIAN FEDERATION
«West» Limited Liability Company («West» LLC)

Address: 195112, Saint Petersburg, Utkin Ave., H. 15, Liter E, Room 2-N Office 12
Tel.: +7 (812) 317-17-00

E-mail: info@w-stom.ru
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2 PURPOSE OF THE MEDICAL DEVICE

2.1 PURPOSE AND CONDITIONS OF USE

The saliva ejector is designed for suction (aspiration) and removal of blood, pus, saliva, waste
and water during a dental or oral procedure.

Field of application: dentistry.

Conditions of use: therapeutic and preventive medical organizations.

2.2 PRINCIPLE OF ACTION

The dental aspiration system (dental aspirator) plays a key role in maintaining optimal condi-
tions during dental and oral procedures, effectively removing saliva, blood, remnants of medical
materials and other liquids, as well as solid particles suspended in liquid, from the patient's oral
cavity. The use of the dental aspiration system allows achieving a high level of hygiene, preventing
infection and maintaining a healthy microclimate in the working area, which is important for both
the patient and the medical staff.

Saliva ejector dental disposable OCCIDENTAL, in variants of execution is a tube with a re-
movable cap, the wall of which is reinforced with metal wire, allowing to give the desired shape
and maintain a given angle without the risk of leakage when bending, which guarantees aspiration
and removal of blood, pus, saliva, waste and water during a dental or oral procedure in any, even
hard-to-reach areas of the patient's oral cavity. The rounded atraumatic removable cap (suction
head) has a streamlined shape with plastic cuts that eliminate the possibility of irritation of the pa-
tient's oral mucosa and facilitate the filtration of incoming liquid and other waste from the patient's
oral cavity formed during dental and oral procedures, and, accordingly, avoiding the ingress of large
dental fragments into the internal parts of the saliva ejector. At the same time, removing the cap
from the saliva ejector tube ensures the suction of large volumes of liquid and large solid particles,
if necessary.

The saliva ejector is a disposable product intended for individual use. The used product cannot
be reused.

The saliva ejector is part of the dental aspiration system. The saliva ejector is connected to the
dental aspiration system tube directly (Figure 1, a) or via an adapter (Figure 1, b), if the dental
aspiration system tube has a diameter different from 6,5 mm, for example, 11 mm or 16 mm (see
paragraph 16 of this document).
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Saliva ejector

Tube of the dental aspiration
system

Tube of the dental aspiration
system

Saliva ejector

Adapter

Figure 1- Diagram of the connection of the saliva ejector with the tube of the dental aspiration
system, where: a- Direct connection (without an adapter);
b - Connection using an adapter
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The principle of operation of the saliva ejector is the suction (aspiration) of blood, pus, saliva,
waste and water during a dental or oral procedure by applying low pressure or vacuum to various
parts of the patient's oral cavity, created by the dental aspiration system, without damaging the mu-
cous membrane tissue. Thus, the saliva ejector ensures dryness of the surgical field, safety and com-
fort of the patient, preventing the swallowing of potentially dangerous dental liquids and suspen-
sions, as well as the leakage of saliva from the oral cavity of the patient whose swallowing function
is impaired during the procedure,

The saliva ejector is available in several variants of execution depending on the color of the
tube (colorless, yellow, green, orange, pink, red, violet, blue) and the color of the cap (colorless,
blue) (Figure 2),

Figure 2 — Saliva ejector dental disposable OCCIDENTAL, in variants of execution

2.3 POTENTIAL CONSUMERS
Professional medical workers of therapeutic and preventive medical organizations with the
appropriate qualifications: dentist, who have studied in detail this instruction for use.

2.4 INDICATIONS
Suction (aspiration) and removal of blood, pus, saliva, waste and water during a dental or oral

procedure,
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2.5 CONTRAINDICATIONS
Individual intolerance to the materials from which the medical device used for a dental or oral
procedure is made.

2.6 SIDE EFFECTS

If the requirements of this instruction for use, indications, contraindications are observed, ad-
verse effects after using the saliva ejector are rarely observed, but some patients may experience
irritation or an allergic reaction to the materials from which the saliva ejector is made, due to indi-
vidual intolerance.

2.7 PRECAUTIONARY MEASURES

A ATTENTION!

e Use the saliva ejector only as directed in this instruction for use.

e Use the saliva ejector only for its intended purpose, which is for suction (aspiration) and re-
moval of blood, pus, saliva, waste and water during a dental or oral procedure.

o The saliva ejector is intended for use by professional medical workers of therapeutic and pre-
ventive medical organizations with the appropriate qualifications: dentist, who have studied
in detail this instruction for use.

e Please read the warning signs and take precautions when using the saliva ejector.

e Always check the saliva ejector for mechanical damage, discoloration and foreign inclusions
before each use. Do not use the saliva ejector if there are defects on the surface of the product
and/or signs of damage.

¢ Before preparing the saliva ejector for use, make sure that the environmental conditions com-
ply with the requirements of this instruction for use.

e If the patient experiences any side effects (irritation or allergic reaction), immediately stop the
procedure using the saliva ejector and provide assistance to the patient, if necessary.

e If you brought the saliva ejector from the cold into a warm room, do not use it immediately;
keep the saliva ejector in its transport packaging at room temperature for at least 4 hours under
normal (room) temperature conditions.

e When working with a saliva ejector, it is recommended to perform preliminary antisepsis of
the skin of the hands and use special clothing, footwear and personal protective equipment for
the hands (gloves), eyes (safety glasses or a dental protective screen) and respiratory organs
(mask or respirator) and/or other personal protective equipment in accordance with the stand-
ards and rules in force in the therapeutic and preventive medical organization.
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® Reuse of the saliva ejector is prohibited. The saliva ejector is a disposable product.

¢ Do not use one saliva ejector for multiple patients. The saliva ejector is intended for individual
use. Using one saliva ejector for multiple patients may result in infection.

e Use a saliva ejector to perform the procedure unless the use of a saliva ejector is directly
prohibited by the manufacturer of the dental aspiration system (dental aspirator).

e Medical products used in combination with a saliva ejector must meet the requirements of the
relevant standards, technical conditions or other specified documents and must be registered
in the territory of the Russian Federation in the manner established by the Government of the
Russian Federation, the federal executive body authorized by it, or registered in the Russian
Federation in accordance with international treaties and acts constituting the law of the Eura-
sian Economic Union, in accordance with Part 4 of Article 38 of the Federal Law of
21.11.2011 No. 323-FZ "On the Fundamentals of Health Protection of Citizens in the Russian
Federation".

e Before starting work, make sure that the saliva ejector is securely fixed in the tube of the
dental aspiration system (dental aspirator) (or adapter, if using one).

¢ Do not use the saliva ejector after its expiration date.

e During transportation and storage, avoid direct sunlight and physical impact on the product
that may damage the packaging or its contents.

e Store away from heating devices, in a well-ventilated, dry place protected from direct sunlight.

¢ Do not transport or store the saliva ejector together with gasoline, kerosene, oils, acids, alkalis,
solvents and other chemically active substances that may lead to the destruction of the pack-

aging or its contents.

10
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3 CLASSIFICATION OF MEDICAL DEVICE
Saliva ejector class depending on the potential risk of use —2a ¥,

Y) According to Regulation (EU) 2017/745 of the European Parliament and of the Council on
medical devices (MDR), the saliva ejector is classified as a low-risk medical device - class 1.

Type of contact with the patient's body — short-term (less than 24 hours) with the mucous
membranes of the oral cavity, hard dental tissues, enamel and dentin, blood.

11
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4 PRODUCT DESCRIPTION

4.1 The saliva ejector is a tube reinforced with metal wire and a removable cap (Figure 3).

Removable cap Tube reinforced with
(suction head) metal wire

Figure 3 - General view of the saliva ejector with its design elements indicated

The choice of color of the saliva ejector depends on the preferences of the dentist (Figure 4):
- saliva ejector dental disposable OCCIDENTAL with removable colorless cap, colorless;

- saliva ejector dental disposable OCCIDENTAL with removable blue cap, colorless;

- saliva ejector dental disposable OCCIDENTAL with removable colorless cap, green;

- saliva ejector dental disposable OCCIDENTAL with removable colorless cap, pink;

- saliva ejector dental disposable OCCIDENTAL with removable colorless cap, violet;

12
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saliva ejector dental disposable OCCIDENTAL with removable colorless cap, yellow
saliva ejector dental disposable OCCIDENTAL with removable colorless cap, orange
saliva ejector dental disposable OCCIDENTAL with removable colorless cap, blue;
saliva ejector dental disposable OCCIDENTAL with removable colorless cap, red.

Cap color
O ° O 0 0 o O O
g i g ' e
0)
9 3 3 3 3 3 3 3

Color of the tube

ol o
ca ca
i (0]
C 3 io
(D Cc
o o 4 c 3 o g
0 " a0 a *> o 3

Figure 4 - Assortment of colors. Saliva ejector dental disposable
OCCIDENTAL, in variants of execution
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Instruction for Use
Version: 1.1

1,

4.2 The main dimensions of the saliva ejector are shown in Figure 5.

4.3 Group consumer packaging of saliva ejector

marking,

|

Figure 5 — Main dimensions of the saliva ejector, where: d; — Outer diameter of the tube;
11 — Length of saliva ejector; s, — Tube wall thickness; d2 — Quter diameter of cap;
12 - Cap length; sz — Cap wall thickness; 13 — Tube length

The appearance of the group consumer packaging of the saliva ejector is shown in Figure 6.

Saliva ejector of one variant of execution in quantity: 100 pcs. is placed in group consumer
packaging - a plastic bag, the edges of which are hermetically sealed by heat. Transparent plastic
bag provides reduction of weight and volume of cargo during storage and transportation, and also
provides visual accessibility (good visibility) of the contents of the package. Polyethylene due to
welded seams (even, without burnt places and fokds) provides tightness, the outer layer is used for

Figure 6 — Appearance of the group consumer packaging of the saliva ejector

14
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The package has an informational and protective function. The markings on the package help
the consumer identify the variant of execution of the saliva ejector and other information he needs.
The packaging creates good protection for the saliva ejector during transportation and storage, and
also protects it from moisture and dirt, as well as sunlight.
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S TECHNICAL DESCRIPTION OF THE MEDICAL DEVICE

5.1 MAIN TECHNICAL CHARACTERISTICS

5.1.1 The saliva ejector complies with the requirements of the Extract from the technical file,
the set of design documentation (DD) of the Manufacturer, approved in accordance with the estab-
lished procedure.

5.1.2 The main dimensions (diameter, length, thickness) of the saliva ejector correspond to
the values specified in Table 1 and Figure 5 of this document.

Table 1~ Mam d:mensnons (diameter, length, thickness) of the saliva ejector

. B i 0‘_5 5
Dlameter, mm d2 s’s 0 ’5
I 147£1,0
Length, mm l2 14,0+ 0,5
Is 140 1,0
. 51 09+0,2
Thickness, mm s2 0802

5.1.3 Weight of saliva ejector: 4,2 0,5 g,

5.1.4 The cap of the saliva ejector has six side holes (Length x Width): S,lemmandone
central hole (Diameter): 2 mm. Permissible deviation in dimensionst 10%.

5.1.5 The wall of the saliva ejector tube is reinforced with wire of length 140+ 1 mm, diameter
1£0,2 mm.

5.1.6 The design and appearance of the saliva ejector and its parts cotrespond to Figures 3
and 5 of this document.

5.1.7 The tube and cap of the saliva ejector are manufactured painted (colored) and unpainted
(colorless) in accordance with Figure 4 of this document.

5.1.8 Roughness (Ra) of the outer surfaces of the saliva ejector, no more than: | pm.

5.1.9 The rigidity (hardness) of the saliva ejector tube according to Shore is 70-80A.

3.1.10 Impact resistance of the saliva ejector tube, not less than: 0,5 N m.

5.1.11 Bending strength of the saliva ejector, not less than: 250 MPa.

5.1.12 Saliva ejector bending angle: from 0° to £ (90° % 3°) relative to the initial position.

5.1.12.1 The saliva ejector can withstand at least 5 cycles of ? bending at an angle of
% (90° + 3°), maintaining its stability at a given angle and not reaching the bending strength Limit.

Y4 cycle is defined as a bending of the saliva ejector from its initial position to an angle of
90° + 3° in any direction and return to original position.

16
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5.1.13 The force required to fix/remove the removable cap from the saliva ejector tube: from
20 to 30 N.

5.1.14 The saliva ejector does not contain foreign inclusions, cracks, large scratches, sharp
edges, discolored areas and cavities larger than 1 mm”, delamination, color changes in the form of
spots, any contamination and other defects that worsen the appearance of the product.

5.1.15 During operation, the saliva ejector is resistant to the effects of climatic factors of the
external environment at temperatures from 32 to 42°C and relative air humidity up to 100%.

5.1.16 The saliva ejector is resistant to the effects of biological fluids and body tissue secre-
tions with which it comes into contact during operation.

5.1.17 The saliva ejector in transport packaging is resistant to the effects of climatic factors
during transportation: at temperatures from minus 50 to plus 50°C and relative humidity up to 80%
at 25°C; during storage: at temperatures from plus 5 to plus 40°C and relative humidity up to 80%
at 25°C.

5.1.18 The shelf life of the saliva ejector is 3 years from the date of manufacture.

5.2 LIST AND DESCRIPTION OF MEDICAL DEVICE MATERIALS THAT COME
INTO DIRECT OR INDIRECT CONTACT WITH THE HUMAN BODY

5.2.1 The materials and raw materials used in the manufacture of the saliva ejector comply
with the requirements of current standards or regulatory and technical documentation for these ma-
terials and raw materials, as provided for by current legislation, and have accompanying documents
on the quality of the supplier company.

5.2.2 Incoming inspection of raw materials and materials used in production saliva ejector, is
carried out in accordance with the requirements of a certified and effectively used quality manage-
ment system implemented by the manufacturer.

5.2.3 Raw materials and materials according to Table 2 are used for the manufacture of the saliva
gjector.

Table 2 - Raw materials, materials for the manufacture of the saliva ejector

Name of the product, Name, grade of material, manufacturer/

No. its parts number CAS

1 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, colorless:

Medical grade polyvinyl chloride compound (PVVC compound) for
11  Colorless tube extrusion grade JCH-1013, Changzhou Juchen Plastic Industry Co.,
Ltd., China

Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-

12 Colorless cap dustry Co., Ltd., China

Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
1.3  Wire China
Coating - copper (Cu), CAS number: 7440-50-8

17
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No. .
© its parts

Name of the product,

Name, grade of material, manufacturer/
number CAS

2 Saliva ejector dental disposable OCCIDENTAL with removable blue cap, colorless:

2.1  Colorless tube

2.2  Blue cap

23  Wire

Medical grade polyvinyl chloride compound (PVVC compound) for
extrusion grade JCH-1013, Changzhou Juchen Plastic Industry Co.,
Ltd., China

Polypropylene (PP) grade PP 215-B, Changzhou Juchen Plastic In-
dustry Co., Ltd., China

Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
China

Coating - copper (Cu), CAS number: 7440-50-8

3 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, green:

3.1 Green tube

3.2 Colorless cap

3.3  Wire

Medical grade polyvinyl chloride compound (PVC compound) for
extrusion grade JCH-6001, Changzhou Juchen Plastic Industry Co.,
Ltd., China

Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-
dustry Co., Ltd., China

Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
China

Coating - copper (Cu), CAS number: 7440-50-8

4 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, pink:

41  Pink tube

4.2  Colorless cap

43  Wire

Medical grade polyvinyl chloride compound (PVVC compound) for
extrusion grade JCH-4003, Changzhou Juchen Plastic Industry Co.,
Ltd., China

Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-
dustry Co., Ltd., China

Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
China

Coating - copper (Cu), CAS number: 7440-50-8

5 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, violet:

51 Violet tube

5.2  Colorless cap

53  Wire

Medical grade polyvinyl chloride compound (PVC compound) for
extrusion grade JCH-4008, Changzhou Juchen Plastic Industry Co.,
Ltd., China

Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-
dustry Co., Ltd., China

Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
China
Coating - copper (Cu), CAS number: 7440-50-8

6 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, yellow:

6.1  Yellow tube

6.2  Colorless cap

6.3 Wire

Medical grade polyvinyl chloride compound (PVVC compound) for
extrusion grade JCH-1018, Changzhou Juchen Plastic Industry Co.,
Ltd., China

Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-
dustry Co., Ltd., China

Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
China
Coating - copper (Cu), CAS number: 7440-50-8

7 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, orange:

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Name of the product, Name, grade of material, manufacturer/
No. .
its parts number CAS
Medical grade polyvinyl chloride compound (PVVC compound) for
7.1  Orange tube extrusion grade JCH-2011, Changzhou Juchen Plastic Industry Co.,

Ltd., China
Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-
dustry Co., Ltd., China
Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
7.3  Wire China

Coating - copper (Cu), CAS number: 7440-50-8
8 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, blue:

Medical grade polyvinyl chloride compound (PVVC compound) for
81 Blue tube extrusion grade JCH-5017, Changzhou Juchen Plastic Industry Co.,
Ltd., China
Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-
dustry Co., Ltd., China
Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
83  Wire China

Coating - copper (Cu), CAS number: 7440-50-8
9 Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, red:

Medical grade polyvinyl chloride compound (PVC compound) for
91 Red tube extrusion grade JCH-3020, Changzhou Juchen Plastic Industry Co.,
Ltd., China
Polypropylene (PP) grade PP 200-N, Changzhou Juchen Plastic In-
dustry Co., Ltd., China
Stainless steel grade 401, Wuxi Chengjiu Metal Products Co., Ltd.,
93  Wire China

Coating - copper (Cu), CAS number: 7440-50-8

7.2 Colorless cap

8.2  Colorless cap

9.2  Colorless cap

10  Package:
10.1 _Group consumer packag- Polyethylene grade TR-07, Jiangsu Hongda Plastic Co., Ltd., China
ing (plastic bag)

Corrugated cardboard grade ALHCIO, Yongfeng Yu Paper (Nanjing)

10.2  Transport packaging Co.. Ltd.. China

5.3 DELIVERY SET

Saliva ejector dental disposable OCCIDENTAL, in variants of execution

I. Variants of execution:

1. Saliva ejector dental disposable OCCroENTAL with removable colorless cap, colorless - 100
pcs./pack.

2. Saliva ejector dental disposable OCCLUEMTAE with removable blue cap, colorless - 100
pcs./pack.

3. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, green - 100
pcs./pack.

4. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, pink - 100
pcs./pack.
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5. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, violet — 100
pes./pack.

6. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, yellow — 100
pes/pack.

7. Saliva ejector dental disposable OCCIDENTAL with removable coloriess cap, orange — 100
pes./pack.

8. Saliva ejector dental disposable OOCIDENTAL with removable colorless cap, blue — 100
pes./pack.

9. Saliva ejector dental disposable OCCIDENTAL with removable colorless cap, red — 100
pespack.

IL. Operational documentation:
- Instruction for use — 1 pc. (for transport packaging)

5.4 PRODUCT MARKING AND PACKAGING INFORMATION
5.4.1 The marking is reliable, clear and easy to read. Symbol requirements in accordance with
1S0O 15223-1:2021.
5.4.1.1 Saliva ejector of one variant of execution in quantity: 100 pcs. is placed in group con-
sumer packaging - a plastic bag, the edges of which are hermetically sealed by heat. Overall dimen-
sions of group consumer packaging (Length x Width): 240 x 230 mm, with an acceptable deviation
of 210 mm, Thickness (density) of plastic bag, not less than: 20 pm.
5.4.1.2 Tensile strength of the bag material in the longitudinal direction, not less than: 20 MPa;
in the transverse direction, not less than: 15 MPa. Relative elongation of the bag material at break
in the longitudinal direction, not less than: 300%; in the transverse direction, not less than: 500%.
5.4.1.3 The welded seams of the plastic bag are hermetic, even along the entire length, without
burnt areas and folds. The width of the welded seam, not less than: 0.5 mm. The force on breaking
the welded seam in the transverse direction, not less than: 15 N/ 15 mm.
5.4.1.4 The appearance of the group consumer packaging of the saliva ejector corresponds to
Figure 6.
5.4.2 The group consumer packaging of the saliva ejector contains markings (Figure 7) with
the following information:
- full name of the product, its variant of execution
- name of the manufacturer, its address ‘

- name of the authorized representative in the Russian Federation,
his address, telephone, e-mail, website
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- date of manufacture & (vear/month)
- batch code | E (code)

- number of items in the package

- symbol "Use until...” g (vear/month)
- symbol "Refer to instruction for use" E m

- symbol "No Reuse” ®

- symbol "He is not sterile” ‘

- symbol "Temperature range" v /l’—

- symbol "Avoid exposure to sunlight" 2{%

- symbol "Keep away from moisture” #

- number and date of the registration certificate

- European conformity mark c e

- link to the product posted on the website of the authorized repre-
sentative, in the form of a QR code ¥

Y Information provided to the user via QR code: list of product variants of execution (names)
with photographic images of appearance and cost (rubles/pack). When going to the page of each
variant of execution of the saliva ejector, the user is provided with the following information: name
of the variant of execution, mamufacturer, photographic image of appearance, purpose, overall di-
mensions, number of products in the package, cost (rubles/pack), number and date of the registra-
tion certificate. All information posted on the website of the authorized representative in the Russian
Federation corresponds to the technical and operational documentation on the medical device Sa-
liva ejector dental disposable OCCIDENTAL, in variants of execution; editing information about
the product is allowed only by deleting or adding i.
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CmionooTcoc croMaTonoruueckmil ognopasoeniit OCCIDENTAL,

B BADHAARTAX HCDROVIHCHHNA
‘nmvmwnmma"m
(Lsancy SiGaoGao Memuxan Hacrpymert Ko., Jita ), No. Baowetine Bapunyr nenommesis
98 Zhongling Road, Sanmao Street, Yangzhong City, C
Dueriasg Chy, Hangsu Proviace, China (Kurak) v siit OCCIDENTAL 00 cxemttstn Gocuper-
Yaonneneveunil npescTanaTens » PO: HUIM KOXTMEOM, Upet Gocuperinill
000 «Becrw, 195112, r. Cancr-Tierepbypr, np-xv Vrxus, CmoHOOTCOC CTOMATOMOTIECKRE QIHOPRI0-
& 18, nurep E, nosen. 2-H owc 12 aatit OCCIDENTAL co onemma cumm
Tea.: +7 (812) 317-17-00; E-mail: info@w-stom.ru; xoRnakoM, upet Gectinermiit
BeG-caliT: hitps://w-stos.ne/ CIn0B0OTEOC CTOMATONOTHIOCKET OIHOpa0-
s a4} OCCIDENTAL c0 cessmuu Gecamer-
HEIM KOIIATROM, LeeT SeacHiil
ﬂ g CaION00TCOC CTOMATONOIWSACE T OROpaI0-
2024-07 202707 suti OCCIDENTAL co cxenmuin Gectiper-
HEIM ROMAYKOM, (3ET POSOBSIH
cromaTanorIecknit
m YP124CC Cmomoorcoc ORHOPAY-

»uill OCCIDENTAL co caesmuin Gecnimer-

.- HEIM KONIMANKOM, UNET gaoneTonsiil
® A CmoH00Teoe CYOMEICROTHVECKHH ONROPIIO-
el OOCIDENTAL co cuemtisiM Secuper-
HEIM KOATANXOM, HBCT RexTait

- $ CMOHCOTCOC CTOMATORONIGSCKIE OANOPRIO-
? st OOCIDENTAL co cuemmsm Gecuper-
MEIM RORRSSEOM, USCT OpaMwessrit
CmoH00TEOC CTOMRTOROrNSECKEE OXBOPISO-
KomuaecTso usnemmit » st OOCIDENTAL co cueumsiM Goctuper-
YTIAKOBKE: 100 air. WIM ROMISHKOM, UBET CRENGE
CmoacoTe0C CTOMATOACTHHRCK N OHOPESO-
PY: MPIH YYYY/XXXX oF auit OCCIDENTAL co cwesmnid Gocupper-
DD.MM.YYYY HWIM ROINISINOM, IReT KpacHkt

Figure 7 — Labeling project located on group consumer packaging (plastic bag)

5.4.3 The saliva ejector in group consumer packaging (plastic bag) in the quantity of no more
than: 500 packs, together with the instruction for use, is placed in a transport container - a box made
of corrugated cardboard, with a thickness of at least: 2000 pum, a density of at least:
250 g/m?. Overall dimensions of the transport packaging (Length x Width x Height): no more than:
1500 x 1000 x 1000 mm. Weight of the transport packaging, no more than: 4000 g. Weight of the
transport packaging with the product, no more than: 220 kg,

5.4.4 Information about the materials from which the group consumer and transport packag-
ing of the saliva ejector is made is presented in Table 2.

5.4.5 The packaging ensures protection of the contents from mechanical and climatic factors
during transportation and storage, as well as the most complete use of the capacity of vehicles and
the convenience of loading and unloading operations.

5.4.6 Transport markings are applied to paper labels, the labels are attached to the packaging
with glue.
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5.4.6.1 The following is applied to the side(s) of the transport container:

- full name of the product .
- name of the manufacturer, its address ‘
- name of the authorized representative in the Russian Federation, his
address, telephone, e-mail, website
- number of items (packages) in the package (pcs.)
- symbol "Temperature range" f
Mo
- symbol "Avoid exposure to sunlight" ‘zt
()
- symbol "Keep away from moisture" *

- number and date of the registration certificate

- full or conditional name of the consignee and consignor registered in the established manner
- name of the destination and departure point
- inscriptions of transport organizations (the content of the inscriptions and the procedure for ap-
plying them must be established by the rules of the transport ministries)
- gross and net weight of cargo space (kg)
- overall dimensions of the cargo space (Length x Width x Height (mm))
Note: It is permitted to supplement the marking with other information, as well as to use other
information signs and inscriptions.

5.5 EXPLANATION OF WARNING AND INFORMATION SYMBOLS
5.5.1 An explanation of the warning and information symbols used on the group consumer
and transport packaging of the saliva ejector is given in Table 3.

Table 4 -Bx_rlanation of warning and information symbols _
AR N " -‘m T g N R

o

{Mr The date the medical device was manufactured | Group consumer packaging

T A

Group consumer packaging
‘ Name and address of the manufacturer .
Transport packaging
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Instruction for Use
Version: 1.1

| M The batch code by which the manufacturer
identifics the batch of the product
Do not reuse. Indicates that the medical device :
® is intended for single use only. Group consumer packaging
Refer to the instruction for use. Indicates that Kagi
Uﬂ the user needs to read the instruction for use. Group co
The medical device is not sterile and has not .
A been sierlized, " | Groop consumer packaging
The date after which the medical device should G kai
g not be applied or used
G European Conformity Mark Group consumer packaging
, Keep away from moisture. Indicates that the | Group consumer packaging
medical device must be protected from mois-
1 ture. Transport packaging
;3-"’"--.... Avoid exposure to sunlight. Indicates that the | Group consumer packaging
\ medical device must be protected from expo- T
. sure to light sources. ransport packaging
] Temperature range. Indicates the temperature | Group consumer packaging
b range within which the medical device main-
tains its properties without compromising .
safety. Transport packaging
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6 SAFETY REQUIREMENTS

6.1 The saliva ejector meets the requirements of toxicological, sanitary-chemical and biolog-
ical safety in accordance with the requirements of DIN EN 1SO 7405:2019 (ISO 7405:2018) and
the ISO 10993 series of standards, as well as regulatory documents approved in the established
manner.

& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU



@OCCIDENTAL

7 INTENDED USE
7.1 OPERATING LIMITS

A Attention! To prevent injury to the patient/medical staff, it is necessary to study and
strictly follow the provided safety rules before using the saliva ejector.

Before preparing the saliva ejector for operation, make sure that the environmental conditions
comply with the requirements of this instruction for use:

- Patient's body temperature (in the oral cavity): from plus 32 to plus 42°C.

- Air temperature: from plus 18 to plus 25°C.

- Relative air humidity: from 40 to 60% at 25°C.

- Atmospheric pressure: from 84,0 to 106,7 kPa (from 630 to 800 mmHg).

A After prolonged exposure to sub-zero temperatures, the saliva ejector must be kept in its
transport packaging for at least 4 hours at normal (room) temperature.

Each product undergoes a special check by the manufacturer or its authorized representative in
the Russian Federation before sale. However, unexpected damages not related to the production of
the saliva ejector may occur during transportation.

Please visually assess the packaging and the condition of the saliva ejector to ensure that there
is no damage. If you find any damage, contact the manufacturer or its authorized representative in the
Russian Federation.

A Attention!

- It is not permitted to use the saliva ejector if there are defects on the surface of the product
and/or signs of damage.

- Reuse of the saliva ejector is prohibited. The saliva ejector is a disposable product.

- It is prohibited to use one saliva ejector for several patients. The saliva ejector is intended for
individual use.

- Take into account the information obtained from the warning signs and take precautions when
working with the saliva ejector.

A The saliva ejector is intended for use by professional medical workers of therapeutic and
preventive medical organizations with the appropriate qualifications: dentist, who have thoroughly
studied this instruction for use.

Please adhere to the recommendations, warnings and directions provided in this instruction

for use, as failure to follow them may result in harm to the patient/medical staff.
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7.2 PREPARATION AND PROCEDURE FOR WORKING WITH THE PRODUCT

- Put on special clothing, shoes, perform hand antiseptic treatment and put on personal pro-
tective equipment for hands (gloves), eyes (safety glasses or dental protective screen) and respira-
tory organs (mask or respirator) and/or other personal protective equipment in accordance with the
standards and rules in force in the therapeutic and preventive medical organization.

- Pre~check the integrity of the group consumer packaging, as well as the expiration date of
the saliva ejector indicated on the packaging label.

AAttenﬂol! Before opening the group consumer package for the first time, check it for
mechanical damage. The saliva ejector may not be used if the group consumer package is damaged.
Do not use the saliva ejector after its expiration date.

- Open the group wmmrpa&ﬁng@MﬁcMg)@imm6)@dmﬁﬂy remove the saliva
ejector, After opening the packaging, close it in such a way as to prevent contamination of unused
medical devices (MD).

Note: The choice of color of the saliva efector depends on the preferences of the dentist.
- First check the integrity of the saliva ejector after removing it from the packaging.

AAttmltiol! Always check the saliva ejector for mechanical damage, discoloration and
foreign inclusions before each use. Do not use the saliva ejector if there are defects on the surface
of the product and/or signs of damage.

- Shape the saliva ejector according to the patient's oral cavity by gently bending it to the
required angle (from 0° to + (90° + 3°)), without allowing sharp blocking kinks.

Note: If you need to make a strong bend of the saliva ejector, do it in two stages. Using the

pad of your thumb as a support, make a smooth first bend, then make a second bend with a rotation
of the ejector around its axis.

- Insert the saliva ejector (without cap) fimllyi into the tube of the dental aspiration system
(dental aspirator). Before starting work, make sure that the saliva ejector is securely fixed in the
tube of the dental aspiration system (dental aspirator) (or adapter, if used), and the cap is firmly
"sat" on the end of the saliva ejector tube (the cap is put on the tube until it clicks).

The saliva ejector is connected to the tube of the dental aspiration system (dental aspirator)
directly or through an adapter (Figure 8), if the tube of the dental aspiration system has a diameter
different from 6.5 mm, for example, 11 mm (Figure 8, a) or 16 mm (Figure 8, b) (see paragraph 15
of this document).
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A Attention!

- Use a saliva ejector to perform the procedure unless the manufacturer of the dental aspiration
system (dental aspirator) directly prohibits the use of a saliva ejector.

- Medical products used in combination with a saliva ejector must meet the requirements of
the relevant standards, technical conditions or other specified documents and must be registered in
the territory of the Russian Federation in the manner established by the Government of the Russian
Federation, the federal executive body authorized by it, or registered in the Russian Federation in
accordance with international treaties and acts constituting the law of the Eurasian Economic Union,
in accordance with Part 4 of Article 38 of the Federal Law of 21.11.2011 No. 323-FZ "On the
Fundamentals of Health Protection of Citizens in the Russian Federation”.

A Before starting work with the saliva ejector, it is necessary to check the reliability of
fastening of all parts of the equipment (system), this will help to avoid problems with providing the
necessary pressure (vacuum) to activate the suction process and will make the treatment safe for the
patient.

- Insert the saliva ejector (with the cap side) into the patient's oral cavity and suck in (aspirate)
blood, pus, saliva, waste and/or water generated during the dental or oral procedure. During opera-
tion, direct the saliva ejector at the surface being treated, achieving complete removal of blood, pus,
saliva, waste or water, adjusting the aspiration intensity (depending on the capabilities of the aspi-
ration system). If necessary, remove the cap from the saliva ejector tube to increase the power
(speed) of liquid suction and/or suction of large solid particles generated during the dental or oral
procedure.

A Attention! If the patient experiences any side effects (irritation or allergic reaction), im-
mediately stop the procedure using the saliva ejector and provide assistance to the patient, if neces-

sary.
- Upon completion of the procedure, remove the saliva ejector from the tube of the dental

aspiration system (dental aspirator) (or adapter, if used) and dispose of the saliva ejector in accord-
ance with paragraph 16 of this document.
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8 OPERATING INSTRUCTIONS

8.1 The use of the saliva ejector must be carried out in accordance with this instruction for
use.

8.2 The saliva ejector is intended for use by professional medical workers of therapeutic and
preventive medical organizations with the appropriate qualifications: dentist, who have thoroughly
studied this instruction for use.

8.3 Take into account the information obtained from the warning signs and take precautions
when using the saliva ejector.

8.4 Before preparing the saliva ejector for operation, make sure that the environmental
conditions comply with the requirements of this instruction for use:

- Patient's body temperature (in the oral cavity): from plus 32 to plus 42°C.

- Air temperature: from plus 18 to plus 25°C.

- Relative air humidity: from 40 to 60% at 25°C.

- Atmospheric pressure: from 84,0 to 106,7 kPa (from 630 to 800 mmHg).

8.5 The saliva ejector is resistant to the effects of biological fluids and body tissue secretions
with which it comes into contact during operation.

8.6 The saliva ejector is a disposable product intended for individual use. The used product
cannot be reused.

8.7 After prolonged exposure to sub-zero temperatures, the saliva ejector must be kept in its
transport packaging for at least 4 hours at normal (room) temperature.

8.8 When working with a saliva ejector, it is recommended to perform preliminary antisepsis
of the skin of the hands and use special clothing, footwear and personal protective equipment for
the hands (gloves), eyes (safety glasses or a dental protective screen) and respiratory organs (mask
or respirator) and/or other personal protective equipment in accordance with the standards and rules
in force in the therapeutic and preventive medical organization.
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9 REQUIREMENTS FOR MAINTENANCE AND REPAIR OF THE MEDICAL DE-
VICE

9.1 The saliva ejector is not subject to maintenance, restoration or repair during operation.
After use, the saliva ejector is subject to disposal. Reuse is prohibited.
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10 TRANSPORTATION AND STORAGE

10.1 The product may be transported in transport packaging by rail, road, river and air
transport in covered vehicles, subject to the conditions and requirements established and in force
for the relevant types of transport: at an ambient temperature of minus 50 to plus 50°C and a relative
humidity of up to 80% at 25°C.

10.2 Storage conditions for the saliva ejector in transport packaging at the manufacturer’s
(consumer’s) warehouses: at an ambient temperature of plus 5 to plus 40°C and a relative humidity
of up to 80% at 25°C.

10.3 During transportation and storage, it is necessary to avoid direct sunlight and physical
impact on the product, which may lead to damage to the packaging or its contents.

10.3.1 The saliva ejector should be stored away from heating devices, in a well-ventilated,
dry place protected from direct sunlight.

10.3.2 It is not permitted to transport or store the saliva ejector together with gasoline, kero-
sene, oils, acids, alkalis, solvents and other chemically active substances that can lead to the de-
struction of the packaging or its contents.
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11 ANIMAL STUDY INFORMATION
11.1 No animal studies have been conducted.

12 INFORMATION ON MATERIALS OF HUMAN ORIGIN CONTAINED IN A
MEDICAL DEVICE
12.1 Saliva ejector does not contain materials of animal or human origin.

13 INFORMATION ON THE PRESENCE OF MEDICINAL PRODUCTS IN THE
COMPOSITION OF A MEDICAL DEVICE

13.1 The saliva ejector does not contain any medicinal products for medical use or pharma-
ceutical substances.
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14 INFORMATION ABOUT STERILIZATION
14,1 This requirement is not applicable, as the saliva ejector is not sterile and should not be
sterilized.
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15 ACCESSORIES, MEDICAL DEVICES OR DEVICES THAT ARE NOT MEDI-
CAL BUT INTENDED FOR USE IN COMBINATION WITH THE CLAIMED MEDICAL
DEVICE

15.1 Accessories are missing.

15.2 There are no products that are not medical products but are intended for use in combi-
nation with the declared medical product.

15.3 Medical products recommended for use in combination with the declared medical prod-
uct:

- dental aspiration system (dental aspirator).

The saliva ejector is connected to the tube of the dental aspiration system (dental aspirator)
directly or through an adapter (Figure 8), if the tube of the dental aspiration system has a diameter
different from 6,5 mm, for example, 11 mm (Figure 8, a) or 16 mm (Figure 8, b).

Figure 8 — Connection dimensions of the adapter recommended for connecting the saliva ejector to
the tube of the dental aspiration system (dental aspirator), where: a — Tube diameter 11 mm;
b - Tube diameter 16 mm (double adapter)

Note: The appearance of the adapter may differ from that shown in Figure 8, depending on
the manyfacturer.
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AAttentiol!Useasalivaejectortopetformtheprocedureunlessthemannfacturerofthe
dental aspiration system (dental aspirator) directly prohibits the use of a saliva ejector.

15.3.1 Medical products used in combination with a saliva ejector must meet the requirements
of the relevant standards, technical conditions or other specified documents and must be registered
in the territory of the Russian Federation in the manner established by the Governmeant of the Russian
Federation, the federal executive body authorized by it, or registered in the Russian Federation in
accordance with international treaties and acts constituting the law of the Eurasian Economic Union,
in accordance with Part 4 of Article 38 of the Federal Law of 21.11.2011 No. 323-FZ "On the Fun-
damentals of Health Protection of Citizens in the Russian Federation".
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16 DISPOSAL AND ENVIRONMENTAL PROTECTION REQUIREMENTS

16.1 The saliva ejector must be disposed of in the safest manner possible in accordance with
local medical waste disposal regulations.

16.1.1 The disposal of a saliva ejector on the territory of the Russian Federation must be
carried out in accordance with the rules for collection, accounting and disposal established by the
authorized federal executive body, provided for SanPiN 2.1.3684-21 "Sanitary and epidemiological
requirements for the maintenance of the territories of urban and rural settlements, water bodies,
drinking water and drinking water supply, atmospheric air, soils, residential premises, operation of
industrial, public premises, organization and implementation of sanitary and anti-epidemic (preven-
tive) measures".

16.1.2 According to SanPiN 2.1.3684-21, a saliva ejector after use for its intended purpose is
classified as class B - epidemiologically hazardous waste; an unused saliva ejector, in cases of ex-
piration of its shelf life (storage) and/or damage to the integrity of the group consumer packaging
and/or the presence of damage indicating failure to fulfill the intended purpose, is classified as class
A - epidemiologically safe waste, similar in composition to solid municipal waste.

16.1.3 Before disposal, class B medical waste is subject to mandatory decontamination (neu-
tralization), disinfection in accordance with SanPiN 2.1.3684-21. The choice of decontamination
(neutralization) method is determined based on the capabilities of the organization carrying out
medical activities and is determined during the development of a medical waste management
scheme developed in accordance with the requirements of SanPiN 2.1.3684-21, which defines the
employees responsible for handling medical waste and the procedure for handling medical waste in
this organization. If the organization carrying out medical activities does not have a site for decon-
tamination (neutralization) of class B medical waste or a centralized system for decontamination
(neutralization) of medical waste adopted in the administrative territory, class B medical waste is
decontaminated (neutralized) by employees of this organization at the places of its generation.

16.2 Disposal is carried out in accordance with the regulations in force in the country of use
at the time of disposal.
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17 MAIN RESULTS OF RISK ANALYSIS AND MANAGEMENT

The report on the risk analysis is provided in the Extract from the technical file on the medical
device Saliva ejector dental disposable OCCIDENTAL, in variants of execution.

The risk analysis was carried out on the basis of DIN EN ISO 14971:2022 (ISO 14971:2019)
*Medical devices. Application of risk management to medical devices”.

The manufacturer has compiled a list of known and predicted hazards, a sequence of events
and dangerous situations, predicted consequences associated with the use of a saliva ejector, defined
the relationships between them and the risks for each dangerous sitvation.

The residual risks of all hazards and hazardous sitvations have been reviewed and assessed,
and no hazard has been left outside the risk analysis. The completeness of risk management has
been confirmed by a committee consisting of qualified technical personnel.

As a result of the risk analysis, 20 predictable hazardous situations were identified, the risk of
occurrence of which is acceptable.

The analysis conducted showed that the residual overall risk of the medical device is accepta-
ble.
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18 CERTIFICATE OF ACCEPTANCE
Saliva ejector dental disposable OCCIDENTAL, in variants of execution

Variant of execution

Batch code

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

Quality control representative

(personal signature) (signature transcript) (date)
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19 PACKAGING CERTIFICATE

Saliva ejector dental disposable OCCIDENTAL, in variants of execution

Variant of execution

Batch code

with the requirements provided in the current technical documentation.

Packaging was performed by

packed at the manufacturer's Jiangsu Yabaobao Medical Instrument Co., Ltd. in accordance

(personal signature) (signature transcript)

(date)
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20 INFORMATION ABOUT COMPLAINTS

Claims to the manufacturer or authorized representative in the Russian Federation are submit-
ted in the event of non-compliance of the supplied product, its packaging, marking and completeness
with the requirements of the accompanying documentation, within 60 days from the date of delivery
of the product.

All claims submitted must be registered by the manufacturer or authorized representative in
the Russian Federation and contain information on the measures taken. Information on claims is
recorded in Table 5.

The period for consideration of a complaint by the manufacturer or authorized representative
in the Russian Federation is 1 (one) month from the date of receipt of the complaint.

The consumer is notified in writing of the measures taken,

To determine the reasons for the non-compliance of the supplied product, its packaging, mark-
ing and completeness with the requirements of the accompanying documentation, it is necessary to
draw up a report, which must indicate:

- name, version and batch code of the product;

- date of receipt of the product from the manufacturer or from an authorized representative

in the Russian Federation and the number of the document under which it was received;

— detailed description of the non-conformity;

- the supposed reason for the product's unsuitability for use, etc.

The manufacturer or authorized representative in the Russian Federation accepts the com-
plaint if the recipient's fault in the occurrence of a defect in the product has not been established.
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Table 5 - ion on complaints
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21 MANUFACTURER'S WARRANTY

21.1 The manufacturer guarantees the conformity of the product: Saliva ejector dental dis-
posable OCCIDENTAL, in variants of execution stated in the documentation, quality indicators and
characteristics, subject to the consumer's compliance with the conditions and rules of transportation,
storage and operation during the entire shelf life (storage) of the product.

21.2 The manufacturer shall not be liable for incidental or consequential losses, damages or
expenses directly or indirectly related to the use of this product.

The manufacturer shall not be liable for products subject to sterilization or reprocessing, re-
used, exposed to climatic and mechanical factors during transportation and storage other than those
specified in the manufacturer's documentation, and does not provide any warranties, express or im-
plied, including, but not limited to, warranties of merchantability and fitness for purpose with re-
spect to such products.

21.3 The warranty period for the saliva ejector is 3 years from the date of manufacture.

Note: The warranty period is not established due to the single use of the product.

Dear customers!

When purchasing, make sure that the selier has completely filled out the warranty card and
put a stamp on it,

Keep the warranty card for the entire warranty period.

If the product does not meet the requirements specified in the Extract from the technical file
on the medical device Saliva ejector dental disposable OCCIDENTAL, in variants of execution,
during the warranty period, please contact the seller.

The warranty period for the product is specified in the instruction for use and is calculated
from the date of its manufacture. If non-compliance with the requirements specified in the Extract
from the technical file on the medical device Saliva ejector dental disposable OCCIDENTAL, in
vananlsofexewuon,nsdewcted,thebuyerisguarameedanexchangefotammlarpmductofproper
quality during the warranty period.

The manufacturer reserves the right to refuse warranty in the event of non-compliance with
the warranty conditions set out below:

~The warranty is valid only if the warranty card is filled out correctly and clearly, indicating
the date of sale and bearing the clear seal of the seller.

The product is removed from warraaty service in the following cases:

— If the warranty card is not provided or the information in it is incomplete, illegible or con-
tains corrections.

— The product batch code does not match the warranty card.
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WARRANTY CARD FORM
Jor replacement during the warranty period
Saliva ejector dental disposable OCCIDENTAL, in variants of execution

Variant of execution

Batch code

Purchased by

(date, signature and siamp of the buyer}

Salesman

(signature, stamp)
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22 LIST OF NATIONAL AND
MENTS/STANDARDS
Designation
of the national (or inter-
Scope of .
.. national) standard (docu-
application .
ment) in the country of
the manufacturer
Regulations (EU) 2017/745
ISO 15223-1:2021
Label/

Instruction for use
1ISO 20417:2021

Series of standards

Biological ISO 10993
control DIN EN 1SO 7405:2019
(1ISO 7405:2018)
Risk DIN EN I1SO 14971:2022
management (1SO 14971:2019)
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Version: 1.1

INTERNATIONAL REGULATORY

Name of the standard
(document)

Regulation (EC) of the European Parliament
and of the Council of 5 April 2017 on medical
devices (MDR)

Medical devices. Symbols used in marking
medical devices, on labels and in accompany-
ing documentation. Part 1. Basic requirements
Medical products. Information provided by the
manufacturer

Evaluation of the biological effect of medical
devices

Dentistry. Evaluation of biocompatibility of
medical devices used in dentistry

Medical devices. Application of risk manage-
ment to medical devices

DOCU-
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Vreepxkaeno «IzaHcy A6ao6ao Meaukan
Huctpyment Ko., JIta.» («Jiangsu Yabaobao
Medical Instrument Co., Ltd.»)

3akoHHEIH NpeACTaBUTEIh, MeHePANbHRIH
ABPEKTOp

{Hodnucy/ Kepun Wxoy (xoy L{3axyH)
[oanucsh 1 DevaTsh

«23» nosbps 2024

Ievars: «I3sucy S6a06ao Megukan Huctpyment Ko., Jita.» («Jiangsu Yabaobao
Medical Instrument Co., Ltd.») / 3211820949265»

HacTpyKiug no MpUMEHEHHIO Ha MEHLHHCKOE H3jelue
CIIOHOOTCOC CTOMA TOJIOTUYECKHIT OZYHOPA3OBBIH
OCCIDENTAL, B BAPHAHTAX HCITIOJTHEHNA
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Hacrosmian MECTpYKIMA NO NPHMEHEHWIO PACTIPOCTPAHACTCH HA MEJMIHHCKOC H3IACNHE
Cmonoorcoc cromaronorudeckuii onHopazosuif OCCIDENTAL, B BapuanTax HCNojHeRng (Rance
— CIIOHOOTCOC) M MpeAcTasngeT coboil 00BeAUHCHHE ROKYMCHT, coAepKamuii cBe/IcHHS O Ra3Ha-
YCHHH, KOHCTPYKIHH, NPHHIMTIE AcHCTBUA H XAPAKTCPHCTUKAX CIIOHOOTCOCS, HEOGXOAUMBIC U1
NIpaBMABHOM €10 SKCIIyaTali, TPAHCTIOPTHPOBAHMS, XPAHEHHS H YTH/IH3ALMH, & TAKIKS CBEICHUN,
YAOCTOBEPRIOMME FAPAHTHH H3rOTOBHTENS.

A Hudopmanug, sakHag 11 6¢30NaCHOr0 NPHMCHCHHS CIIIOHOOTCOCA, OTMEYEHA NPEAY-

NPEAUTENEHEM TPEYTONBHHKOM ¢ BOCKIHLATEBHEIM 3HAKOM. JTHM YKASAHUAM CNCAYCT YACHATH
ocoboe BHAMAHWE.

A CImOHOOTCOC MPEARA3HAYCH AN HCNONIB30BAHUA NPOdeCCHORANEHEIMH MEMIMHCKHMH
paboTHUKAMH NeucOHO-NPOPHNAKTHYCCKHX MEAMIMHCKUX OpraHH3alMii ¢ COOTBETCTRYIOMICH KBA-
nuduxalmeii: Bpau-CTOMATONON, ACTAMBHO H3YIMBIIHMHA HACTOAILYIO MHCTPYKUMIO IO NPHMCHC~
HUIO

A BHUMAHUE! Moanduxaima usaenns He gomycxacres!

Tlo BceM BOMPOCAM, KACAIOUIMMCS HCTIONB30BAHHS CIOHOOTCOCA, HEOOXOAHMO OOpAIATECA
K M3TOTORHTE/IO HITH K YNONHOMOYCHHOMY NpeACTaBiTeMo B PO,

H3roToBHTENE HIM YNOJTHOMOYEHHN  nmpencTaBuTeNb B PO HE HECET OTBETCTBCHHOCTH 33
yiiep0, BH3BAHKEHH HCIONBE30BAHHEM CIOHOOTCOCE B LICJIAX, OTNHYAIOWMXCS OT YKA3AHHHIX B AaH-
HOH HHCTPYKIHH 110 NPHMCHCHHIO,

HaroTopHTCNE:

INontoe Haumenosanme: Jiangsu Yabaobao Medical Instrument Co., Lid.

(Li2ancy A6ao6ao Meauxan Uuctpyment Ko., Jita.)

CoxpanmerHOe HauMeHoBaHue: Jiangsu Yabaobao Medical Instrument Co., Ltd.

(Lzancy f6ao6ao Memnxan Uuctpyment Ko., Jita.)

Anpec: No. 98 Zhongling Road, Sanmao Street, Yangzhong City, Zhenjiang City, Jiangsu

Province, China (Kurait)

Ten.: 86-51188092762, 86-13705296836 ®axc: 86-511-88222305

E-mail: kevin@tribest.cn

HHRIN B PO:
O6GmecTeo ¢ orpanHucHHON OTBETCTBCHHOCTHIO «Bee» (000 «Bect»)
Anpec: 195112, r. Canxr-FlerepSypr, np-xt V1kuH, A. 15, aurep E, nomem, 2-H oduc 12
Ten.: +7 (812) 317-17-00
E-mail: info@w-stom.ru

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



@ OCCIDENTAL HiCTpYt 10 e

1 OBIIAS HHOOPMALUA

1.1 BBEJEHHUE
Hacrosinas MHCTpYKUMS NO NpUMEHEHHIO pa3paboTaHa B COOTBETCTBHM ¢ TpeGoBaHMAMM

HALIHOHANBHBIX U MEXAYHAaPOAHBIX HOPMATHBHLIX JOKYMEHTOB (CTaHAApPTOB).

1.2 HAMUMEHOBAHHE U3[IEJIMA

Cmonootcoc ctomatonorueckuii oqHopaszosiiit OCCIDENTAL, B BapHaHTax UCNONHEHHS

I. BapuaHTbl HCNONHEHUS:

1. Cmonootcoc croMmartonoruyeckuii oaHopasosaiii OCCIDENTAL co cseMHBIM GecuseT-
HBIM KOJMa4yKoM, uset GecupeTHnlit — 100 wr./yn.

2. Cmonootcoc cromartonoruyeckuii oanopaszosuii OCCIDENTAL cO ChbeMHBIM CHHUM
KOJINayKoM, et 6ecuseTHbli — 100 wr./yn.

3. Cmonootcoc cromatonoruyeckuii oaHopasoBbiif OCCIDENTAL co ceeMHBIM GecuiBeT-
HBIM KOJITTAYKOM, LBET 3eseHblii — 100 wr./ym.

4. Cmonootcoc croMatonornyeckui oaHopasossiii OCCIDENTAL co cheMHBIM GecLeT-
HBIM KOJINa4YKOM, LBeT po3oBbli — 100 wr./ym.

5. CmoHoorcoc croMaronoruyeckuii onHopaszosslii OCCIDENTAL co cbeMHbIM GecliBet-
HBIM KOJINMa4ykKoM, LBeT puoneroblii — 100 wr./yn.

6. CmoHooTcoc cromatonoruyeckuit ogHopasosblii OCCIDENTAL co cbheMHBIM GecueT-
HBIM KOJINa4KOM, LBeT xkenteiii — 100 wr./yn.

7. CmoHooTtcoc cToMaTonoruyeckuit oqHopasosblii OCCIDENTAL co cheMHuIM GecliBeT-
HBbIM KOJIMAYKOM, LBET opaHxkesbii — 100 w./yn.

8. CmoHooTcoc croMatonoruyeckuii oaHopasosslii OCCIDENTAL co ckeMHBIM GecupeT-
HBIM KOJIMA4KOM, LBeT cHHHit — 100 wr./yn.

9. CmoHooTtcoc croMaTonoruyeckuii oaHopa3soBbliii OCCIDENTAL co ceeMHBIM GecuseT-
HbIM KOJMa4yKkoM, LBeT KpacHbiii — 100 wr./ymn.

I1. DkcnuryaTauHoOHHas JOKyMEHTALMSA:
- MHcTpyKkums no npuMeHeHuio - |1 wT. (Ha TPAaHCNOPTHYIO YNaKOBKY)

1.3 CBEJEHHA O ITPOU3BOJUTEIJIE

[TonHoe HanmeHoBaHMe: Jiangsu Yabaobao Medical Instrument Co., Ltd.

(UzsnHcy SAA6ao6ao Meauxan Hucrpymenrt Ko., JIta.)

CoxkpameHHoe HauMeHoBaHue: Jiangsu Yabaobao Medical Instrument Co., Ltd.

(UzsHcy S16a06a0 Meaunkan Unctpymenr Ko., JIta.)

Anpec: No. 98 Zhongling Road, Sanmao Street, Yangzhong City, Zhenjiang City, Jiangsu
Province, China (Kurait)

Ten.: 86-51188092762, 86-13705296836 dakc: 86-511-88222305

E-mail: kevin@tribest.cn

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



OOCCDENTAL e

1.4 MECTO I[TPOU3BOJICTBA

Jiangsu Yabaobao Medical Instrument Co., Ltd.

No. 98 Zhongling Road, Sanmao Street, Yangzhong City, Zhenjiang City, Jiangsu Province,
China

1.5 VIIOJIHOMOYEHHBII MMPEJICTABUTED B PO

OGmecTBO ¢ orpaHHcHHOMH 0TBETCTBEeHHOCTEIO «Bec (000 «Bect»)

Aapec: 195112, r. Canxkr-IlerepOypr, np-xt Y1xun, 4. 15, aurep E, nomem, 2-H opuc 12
Ten.: +7 (812) 317-17-00

E-mail: info@w-stom.ru
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2 HASHAYEHHE MEJUIIMHCKOIO H3ETAS

2.1 HASHAYEHME U YCIIOBUA IIPUMEHEHHA

CmoHOOTCOC NpeAHasHAYEH A9 BCACHIBAHUS (BCTIHPAHHMH) ¥ YAAICHHN KPOBH, PHOS, CIIIOHE,
OTXOOB H BOZAK BO BPEMA CTOMATONOTHYECKOH WM OpanbHOH NPoLCAYPH.

O6nAcTh NPAMCHEHHS: CTOMATONOTHA.

VenoBus npUMEHEHRN: Ne3eOHO-NpodHNAKTHYCCKHE MEIULIMHCKHE OpraHN3aluH.

2.2 TIPUHLUI AENCTBUA

CHCTeMA CTOMBTONIOMMUSCKAA ACTIMPAIMOHHAN (ACTIMPATOP CTOMATONOTHYCCKKH) Hrpaer
KIOYCBYIO pofb B MOAACPAKAHHH ONMTUMANLHBIX YCNOBMI BO BpEMS CTOMATONOTHYCCKHX H OpaNik-
HBIX Nponteayp, 2PPeKTHBHO YAANSS H3 NONOCTH PTA NAUMCHTA CMIOHY, KPOBb, OCTATKH JicieOHBIX
MATEPHANOB M APYTHE XUAKOCTH, 8 TAKKS HAXOASMHMEC B AKHIKOCTH BO B3BSIICHHOM COCTOAHHH
TBepABc YacTHLH. TlpiMeHeHREe CHCTEME CTOMATONOTHYECKOH aCTIHPALIHOHHOH M03BOACT JOCTH-
8T BHICOKOIO YPOBHA MFHCHH, NPCAOTEPALIATE NoNajaHKe HHbEKLMN H IOAACPKHBATH 3A0PO-
Balit MHKpOKIHMAT B pabodcii 30HE, ITO BAXKHO KBK 1A AALMCHTE, TAK B 18 MEAHLIHHCKOTO nep-
COHANA,

Cmionoomcoc cmoxamono2usecxuti oonopasoewii OCCIDENTAL, e eapuanmax ucnoanenus
npeacTasnser cobolt TpyGKy co CHEMHBIM KOJMAYKOM, CTCHKA KOTOPOH apMHPOBAHA METALTHYC-
cKoii mpoBoNOKOl, No3BONAICMEH NPHAABATE HYXHYIO GOPMY H YApKHBaTH 3aiaHHKI yron 6¢3
PHCKA MPOTEYKH NpH CrUGAHMH, YTO FAPAHTHPYET MPOBCACHHC BCMHPALUMH M YAANCHHS KPOBH,
rHO, CMIOHHE, OTXOAOB H BOJH BO BpeMS CTOMATONIOTHYECKOH i opanbHolt npoueAypH B MOOKX,
AsKe TPYAHOJOCTYNHLIX YUACTKAX POTOROH MONOCTH MALMCHTA. 3aKPYTICHHLIA ATPaBMATHYHELH
CHEMHREIN KONMAYOK (BCACHIBAIOMAA TONIOBKA) HMeeT 00TekaeMyl0 GOpMY € NIACTHYHEIMH NPOpe-
38MH, HCKITIOHAIOIMMH BO3MOXKHOCTS PAAPAKEHHA CAHIHCTOR 000MOUKH MONOCTH PTa NALHMEHTA
M cnocoOCTBYIOmMAMH (PUIBTPANHH NOCTyNAIOmeH XHAKOCTH B APYTHX OTXOAOB H3 NOJNOCTH pTa
MALMEHTS, O0PA3YIONMMXCA BO BpeMS CTOMATONOTHYCCKHX H OPaNbHEIX MpOLCAYP, H, COOTBET-
CTBEHHO, H30eraHHIO NONANAHHA XPYNHHX 3yOHEIX OTIIOMKOB BO BHYTPCHHHE J4CTH CIIOHOOTCOCA,
TTpu 3TOM CHATHE KOAMAYKa ¢ TPYOKH COHOOTCOCE 00CCTICYHBACT BCACHBAHHE 6ONBIIHX 00BEMOB
MHAKOCTH ¥ KPYTHBIX TBCPABIX YACTHEL NPH HEOOXOANMOCTH.

CmoHOOTCOC OTHOCHTCS K H3/C/HAM OJHOPA30BOro HCAIONB30BAHMS, NIPCAHASHAYCH 118 HH-
AUBHIYaNbHOIO NpHMEHeHHA. HcnonbioBanHoe H3ie/ine NOBTOPHOMY NPHMEHCHHIO HE NOJJICHKMT.

CmoHooTCOC SBASCTCA YACTHIO CHCTEMBI CTOMATONIOTHYeCKO acnipanuonHoMi. CoHOOTCOC
COCAHHACTCA ¢ TPYOKOH CHCTEMEI CTOMATONIOTHYECKO ACHMPALMORNON HANPIMYIO (pHCYHOK 1, 8)
HJIH Yyepes nepexoHuK (azanTep) (pucynox 1, 6), ecnu TpyGka cHCTeME! cTOMaTOTOrHMecKoH ac-
NMUPALHOHHON HMEST AUaMETP, OTIWYHE OT 6,5 MM, HanipuMep, 1 | MM nmu 16 MM (M. 1. 1S HacTO-
AMero AOKYMEHTa),
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Tpyb6Ka cucTemMbl CTOMATO/I0r MYECKOWA
acnupaumoHHoM’

MepexogHWK (aganTep)

PucyHok 1- Cxema coefUHEHUs CNOHOOTCOCA C TPYOKOM CUCTEMbl CTOMATO/I0rMYecKoi acnupa-
LMOHHOM, rae: a- lMogkntoyeHwe Hanpsamyto (6e3 nepexogHuka (agantepa));
6 - Moakn4veHMe ¢ NOMOLbIO NepexogHMKa (aganTepa)
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TpuAumn AeicTBUA CMOHOOTCOCA 3aAKMOYASTCA B 3ACACKHIBAHHH (aCIHpPALMH) KPOBH, I'HOA,
CJIOHEL, OTXOAOB H BOAK BO BPeMs CTOMATONOTHYECKONH HAM OpaNbRO MpOLCAYPH 38 CYeT NOA-
BOJIA X PA3THYIHEIM YHACTXAM POTOSOH NOMOCTH MALMCHTA MOHIKEHHOTO JABNCHHA MM BAKYyYMAa,
CO3JABACMONO CHCTEMOH cToMaronorudeckoit acnupaiMoHHON, 63 NOBPEKACHHS TKAHH CITA3H-
crolt 060os0ukn. Tem CAMEIM CIOHOOTCOC OOECTICYHBACT CYXOCTH ONIEPAHOHHOTO nons, Ge3onac-
HOCTH H KOMQOPT MaleHTa, MPSAOTBPAIIAL NPOTNATHBAHKE NOTEHLMATLHO ONACHKX CTOMATOJNO-
THYCCKHX XKHAXOCTeH H B3Beceil, a TakKe BHTEKAHHE CIOHE! H3 POTOBOH NONOCTH NALUEHTA, YbA
raoTaTeNbHas GyHKIMS HAPYIICHE HA BpeMA NPOBEACHHS NPOUCAYPLL

CmoHOOTCOC H3TOTABAMBACTCA B HECKONBKMX BAPHAHTAX MCMONHEHWA B 3aBHCHMOCTH OT
useTa TpyOxu (GecuBeTHRN, xenrait, enenniit, opatxenrili, po3oBblii, KpacHH, GHONCTOBHI, CH-
Hul) 1 npera koanadka (GecuperHsili, cunulf) (prcynok 2).

PrcyHok 2 - CmoHooTcoc croMarosiornueckhii oanopaszossiit OCCIDENTAL,
B BAPHAHTAX HCTIOHEHHS

2.3 [IOTEHLIHAJIbHBIE [TIOTPEBUTEIA

TIpodeccHonaNbHEE MEAHIMHCKHS PpAGOTHHKH Ne3e0HO-NPOGHNAKTHICCKHX MEAMEMBCKUX
opranmuzaumii ¢ cooTBeTcTBYIOmcH kBaMMduKanueli: Bpau-cTOMATONOr, ACTANBHO H3YIHBIIHE
HACTOAINYIO HHCTPYKLMIO N0 NPUMEHEHHIO.

2.4 [TOKA3AHHA
BcacuBanue (acnHpauya) H YAANCHHE KPOBH, THOA, C/IOHEL, OTXOAOB H BOAK BO BpeMs CTO-
MATONOTHYECKOH HIH opanbHOM NponeaypH.
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2.5 TIPOTUBOTIOKA3AHNA

HnauprayansHas HENCPEHOCHMOCTh MATEPHAIIOB, H3 KOTOPHIX M3TOTOBJICHO HCTIONB3yeMoe
ZAS CTOMATONOTHYECKOM WM OpaIbHOM MPOoLeAYPH MeAUIMHCKOS H3ACIHE.

2.6 TIOBOYHBIE 3O®EKThHI

TIpu cobmoaennu TpeGoBannii RacTosMeH RHCTPYKLMK MO NPUMCHECHHIO, TIOKA3aHKH, Ipo-
THBOMOKA3aHUiE, HEONATONMPUATHLIE MOCHCACTBAS MOCAE HCMNOMB3OBAHMA CIOHOOTCOCA OTMEya-
IOTCH PEIKO, HO Y HEKOTOPHIX NAIMEHTOB BO3MOKHO PasApPaKCHHC HIIH ANNCPrHICCKAS PeaKis Ha
MSTCPHANNE, U3 KOTOPHX H3TOTOBJCH CNIOHOOTCOC, B CBA3H ¢ HHAMBHAYATBHOH HENEPECHOCHMO-
CTHIO.

2.7 MEPBI ITPEIOCTOPOXHOCTH

A BHAMAHHE!

¢ Hcnonssyifte CMOBOOTCOC TOMBKO B COOTBETCTBHH C ARHHOM HHCTPYKUHMCEH 110 NPUMEHEHHIO,

e Hcnomsayltte cmoR00TCOC TONBKO MO HAHAYEHHIO, TO ECTH JJIS BCACHBaHNUA (aCHBpPALNH) M
YAAJNCHHS KPOBH, THOS, CHOHEI, OTXOA0B M BOAB BO BPEMSA CTOMATOIOTHYECKOH HAH Opab-
HO# npoueaypH.

¢ CMOHOOTCOC NpeAHAHAYCH AIA HCTIONB3OBAHUSA NPOPECCHOHANEHEIMH MEAHIHHCKHMH pa-
GorHukaMu neyeOHO-NPOPHNAKTHICCKHAX MEAMIMHCKHX opranM3aimii ¢ cooTBeTCTRYIOMCH
kBanupukaumeii: BpaY-CTOMATONOT, JCTAABHO M3YUYMBINHMH HACTOSIIYIO HHCTPYKIMIO 110
HpHMEHCHHIO.

e VunThiBaitre HHpOpMALIHIO, NONYYECHHYIO M3 MPCAYNPCAUTCIBHEIX 3HAKOB, H cobmonaiite
MEPHI NPESAOCTOPOIKHOCTH, PAGOTAS CO CMOHOOTCOCOM.

o Tlepen kKAMM HCNONB3OBAHKEM BCEra NpoBepdiite CMOHOOTCOC HA MPEAMET MCXaHWde-
CKHX NOBpexkaAcHHM, ofecupeuMBAHMA H TNOCTOPOHHMX BKmoueHMl. He gomyckaerca
3KCIVIYATALMA CIOHOOTCOCA NPH HAIHYHH ACPCKTOB HA MOBEPXHOCTH U3/CNHd W/HAM NpH-
3HAKOB MOBPEANCHHA.

o Tlepen TeM Kax NOATOTOBHTS CIOHOOTCOC K paboTe, yGeauTecs, YTO YCIOBHS OKpyXalomek
cpeasl COOTBSTCTBYIOT TPCOOBAHHAM HACTOSMICH HHCTPYKITHH N0 PHMCHCHHIO.

¢ [lpu nposeneHun NoGoHBIX 3PdekTOB (PA3PAKEHUN KIH AIEprudeckoll peakiuu) y na-
LUMCHTA HEMCIUICHHO MPEKPATHTE NMPOBEACHAE MPOLICAYP ¢ HCTIONB3OBAHHEM CIIOROOTCOCA H
obecnedsTe NOMOIIb NAUMEHTY, NIPH HEOGXOXHMOCTH.

¢ Ecnn Bl 3aHec/H CIIOHOOTCOC ¢ XONOAA B TEIIOE OMEMEHHE, He HCTOJIb3YiiTe ero cpasy,
BHIICPXHTE CIIOHOOTCOC B TPAHCNIOPTHOH YNaKOBKE NMPH KOMHATHOM TEMIICPATYpE HE MCHEE
4 4y B yCIOBHAX HOpMANBHOH (KOMHATHORN) TeMNICPATYPH.

¢ [Ipu paboTe co CHOHOOTCOCOM PEKOMEHAYCTCS MPOBOAMTE MPEABAPHTEIBHYIO AHTHCCITHKY
KOXH PYK H HCTIONB30BATH CNECLHMANBLHYIO OACKAY, 00YBb H CPEACTBA HHAHUBHAYAILHOM 3a-
MATH pyK (NepuaTkn), rias (3AMNATHEC OMKH WIH KPaH CTOMATONIOrHYeCKH 3aluTHEIH) 1
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OpraHoB ARIXaHHS (MacKy WIH PeCTIMpaTop) W/HAM APYrue CpPeACTBS HHANBHAYANHHOH 3a-
IUTH B COOTBETCTBHH CO CTAHAAPTAMR M NPABHAAMH, AclicTBYIOIMMH B JegeOHO- H-
NAKTHICCKON MCAMIHHCKON OpraHH3allHH.

¢ 3anpemacTcs TOBTOPHOE HCTIONB30BAHME CIIOHOOTCOCA. CIMOHOOTCOC OTHOCHTCH K H3fie-
JHSAM OXHOPA3OBONO HCTIONB30RAHNS.

¢ 3anpemaerca HCMONE30BAHHE ONHOTO CIIOHOOTCOCA JJIS HECKONBKAX NauueHToB. CIMOHCOT-
COC MpeAHARHAYEH I HHAMBHAYANBHOTO NPHMCHCHNL. HCNIOME30BaHIE OAROTO CIMOHOOT-
€OC8 A1 HECKONBKHX MALMEHTOB MOXKET [IPUBECTH K BOSHHKHOBCHUIO HHCKIMK.

¢ Hcnonssyiire cmoHooTCOC 219 NPOBEACHHA NPOLIEAYPH, CCIH HA NPHMEHEHHE CICHOOTCOCA
HET NPAMOTO 3aNpeTa NMPON3BOAMTENCH CHCTEME CTOMaTONOrHYeCcKOH acnupalHoHHOMH (ac-
MHPATOPa CTOMATONIOTHYECKOTO).

¢ Meammnckue MACHHA, HCTIONBIYEMBIC B KOMOHHALMH CO CMOHOOTCOCOM, AO/DKHE OTBE-
YATE TPEeOOBAHHAM COOTBCTCTBYIOMMX CTAHAAPTOR, TEXHHUECKHX YCIOBHH WM APYrux
NpeayCMOTPEHHBIX ZOKYMCHTOB H AOJDKHE GRTH 3aperHCTPUPOBAHH HA TeppuTOplH Poc-
cutickoii Genepaunu B nopaake, ycranosneHHoM Ipasurensctsom Poccutickolt Gepepaiun,
YTONHOMOYCHHEIM HM (eICpaTEHEM OPTAHOM HCTIOMHHTENEHON BAACTH, HIM 3aPCTHCTPHPO-
BaHK B Poccuiickoit @eaepali B COOTBETCTBHH ¢ MEKAYHAPORAHEHMH JOTOBOPAMH M AKTAMH,
COCTABNAIOMMMH NpaBo Espazniickoro 3x0HOMHYECKOTO COI038, COT/IACHO 4acTH 4 cTathi 38
®eacpanbHoro 3akoHa or 21.11.2011 Ne 323-03 «O6 ocHoBaX OXpaHH 3A0POBBA I'PaX/IaH B
Poccniickolt Meacparpn»,

o [lepex navanom paloTel yGeanTech, YTO CAIOHOOTCOC HAZICKHO 3apUKCHPOBaAH B TPyOKe Ch-
CTEMB CTOMATOMOTHYECKOH ACHHPALMOHHON (aCTIMPATOpa CTOMATONOTHYESCKOTO) (WU nmepe-
XO/HMKe (afanTepe), BPH €0 HCNONB30BAHMH).

¢ He ucnonssyifte cMOHOOTCOC NMOCHE HCTEYESHHA €TI0 CPOKA TOAHOCTH.

¢ Jlpu TpaHCTIOPTHPOBKE M XpaKeHUK n3berafire NpAMOro nonajaHus coineunsx nydelt, pn-
3HYECKOTO BO3ACHCTBHS HA H3AC/IHE, KOTOPOS MOXKET NPHBECTH K NOBPEKACHHIO YIIAKOBKH
AR ee COACPAHMOrO.

¢ XpaHHTB BAATH OT HATPCBATENBHBIX MPHOOPOB, B XOPOLIO BEHTHAUPYEMOM TOMEILICHHH, CY-
XOM, 3ALIUINCHHOM OT NPAMLIX CONHEYHNX JIy4eH MecTe.

¢ He nonyckatite TpaHcnopTHpOBaHHE H XPaHEHHE CIIOHOOTCOCA COBMECTHO ¢ GEH3HHOM, ke~
POCHHOM, MaCIaMH, KUCJIOTAMH, ICNOYAMH, PACTBOPUTERIMH H APYTHMH XHMHYECKH AKTHB-
HEIMH BEIECTBAMM, CTIOCOOHBIMH IIPHBECTH K Pa3pyIICHHIO YIAKOBKH MITH €€ COBCPAHMOTrO.
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3 KIACCHOHKAIIHA MEJJHIHHCKOI'O H3EJIHSA

Knace cmoso0Tcoca B 3aBHCHMOCTH OT NOTCHUHMANBHOTO PHCKA MPHMEHEHHs — 2a U,

) Coznacno Peznamenmy (EC) 2017/745 Egponeiicxozo napravmenma u Coeema 0 meduspun-
cxux usdenunx (MDR) crionoomeoc omuecen X MeOUURCKUM UBOCRUAM C HUSKO CINENEHbIO PUCKA
—x xnaccy 1.

BHA KOHTAXTA ¢ OPraHW3MOM NALHCHTA — KPATKOBPEMCHHBH (McHee 24 9) ¢O CIH3HCTHIMH
obo09aKaMH MOJNIOCTH PTA, TBEPAKIMH TKAHAMH Y08, IMANHIO H ACHTHHOM, KPOBHIO,

1
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4 OIIHCAHME H3E)IHMA
4.1 Crionoorcoc npeacTasageT cobol Tpy6xy, apMHPOBAHHYIO METAITHICCKOMH MPOBOOKOH,
H CHEMHRIH kKonnauok (pHcyHOK 3).

Creaniii Konnawox pr&a, apMHpOBARHAS
_Sncmmm.rOM) MeTanmrIeckol npoBooKoil

Prcynok 3 — O6mait BHA CMOHOOTCOCA ¢ YKA3aHHEM €10 KOHCTPYKTUBHRIX 3/IeMEHTOB

Bufop 1pera cmoHOOTCOC2 3aBHCHT OT NPCANOYTCHHH Bpaua-cToMaTonora (prucynox 4):

- CMOHOOTCO¢ cToMaTonornuecknii oanopasoBsii OCCIDENTAL co cheMHRIM GeCHBETHEIM
KOJ/IMAYKOM, BT GeCIiBeTHEII;

- GJIOHOOTCOC cToMaTonorHdeckuit ogHOpasoBril OCCIDENTAL co cheMHBEIM CHHAM KOJI-
NIaYKOoM, [peT GecLBETHRIM;

- CIOHOOTCOC cToMaToNoruyeckHii oqHopazoBnt OCCIDENTAL co cheMHBIM GeCHBETHHM
KONMAYKOM, LIBET 3¢JICHHIA;

- CIMOHOOTCOC croMaToiorndeckiit opHopasorsili OCCIDENTAL co cheMHRM GeClBCTHEIM
KONMAYKOM, LIBET PO3OBHIA;

- CIMOHOOTCOC cToMaToNnoruueckiit ogtopasornii OCCIDENTAL co cheMHEIM GecLiBETHEIM
KOJINAYKOM, 1peT (HoNeTOBH1;
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Bepcua: 1.1

- C/TIOHOOTCOC cTOMaTonornyecknii ogHopasosbii OCCIDENTAL co cbeMHbIM 6ECLIBETHbIM
KOMMNAYKOM, LIBET XENTbIN;

- C/TIIOHOOTCOC cTOMaTtosiornyecknii ogHopasosbln OCCIDENTAL co CbeMHbIM 6eCLIBETHbIM
KO/IMa4YKOM, LiBET OPaHXXEBbIA;

- C/IIOHOOTCOC CTOMaronornyeckuini ogHopasosbint OCCIDENTAL co CbeMHbIM 6eCLBETHbIM
KO/IMauKoM, LiBET CUHWIA;

- C/TIOHOOTCOC CTOMaTonornyeckuii ogHopasoebliin OCCIDENTAL co CbeMHbIM 6eCLIBETHbIM
KOMNAaYykKoM, LiBeT KpacHbI.

LiBeT Ko/nnayka
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PucyHoK 4 - AccopTUMEHT LBeTOB. CIIOHOOTCOC CTOMATO/IOTMYECKNI 0HOPA30BbIiA
OCCIDENTAL, B BapuaHTax UCMO/IHEHUSA
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4.2 OcHOBHEIEC Pa3sMepPH CIMOHOOTCOCA NPCACTARACHE HA PHCYHKE 5.

1l o

PrcyHok 5 — OcHOBHEIE pasMepH CMIOHOOTCOCA, rae: di — HapyxHEiit auameTp TpyOkn;
11 — Anuua cmonootcoca; 81 — Tosmmua creHkH TpyOxn; d2 — Hapyxuslif AHAMETp KONBATKA;
Iz - Jinuua xonnauka; s; — TONNHHEA CTCHKH KoNnavka; I — J{nuua Tpy6ku

4.3 I'pynnoas NoTpeOHTENRCKAS YNIAKOBKA CIIOHOOTCOCA

Breumii Bia rpynmoBoit NOTpeORTENECKOMH YNIAXOBKH CIIOHOCTCOCA NPHBECH HAa PHCYHKE 6.

CmoHOOTCOC OAHONO BAPHAHTA MCTIONHEHHS B Koaudectpe: 100 WIT. YKIAAMBASTCS B Ipyn-
NOBYIO NOTPEOHTEABCKYIO YIAKOBKY — NIACTHKOBHH MMAKET, Kpas KOTOPOIO NepMETHYRO CBAPEH:
TepMudeckuM criocoGom. TMpospaunniii nuacTukoBuii nakeT ofecreynBacT CHIDKEHHE Beca H 005~
€Ma rpy3a NPH XPaHeHHH H TPAHCTIOPTHPOBAHHH, & TAIOKE 00CCTICUMBECT BU3YANbHYIO ROCTYHHOCTD
(xopomyio BHANMOCTD) COACPKHMOro YakoBKH. IToMMaTHIEH 38 CUeT CBapHRIX IBOB (POBHLIX,
6¢3 MpoNKEHHRIX MECT M CKIAA0K) 06eCTIcUHBECT repMETHIHOCTD, HAPYXHEIH Col HeToNE3yeTCs
ANS HAHSCSHHR MAPKHPOBKH,

Pucynox 6 — Buemunit sua rpynnosoft norpeSurensckoli ynakoBKi CIIOHOOTCOCS
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TMaker Hece nupOPMAHOHHYIO U 38UWMTHYIO YHKIUMIO. MapKHPOBKA, Pa3MCICHHAS HA Na-
KeTe, MOMOracT NOTPEOHTEMO HACHTHOHUMPOBATh BAPHAHT HCTIONHEHHA C/IOHOOTCOCA H APYTYIO
HeobxomuMyto eMy uHdoOpMALIMIO. YNIAKOBKA COIRAET XOPOLIYIO SAIMMETY CAIOHOOTCOCA NIPH TPaHC-
NOPTHPOBKS H XPAHCHHH, 8 Taloke 3ALMMINACT er0 OT NONAAAHHA BIArH M 3arpasHcHul, a Takxe
CONHECUHEIX Mydeli,
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5 TEXHMWUYUECKOE ONMMNCAHUMWE MEAVWUWMWHCKOIO N3JAENWMA

5.1 OCHOBHbIE TEXHNUECKUWE XAPAKTEPUCTUKN

5.1.1 CnoHOOTCOC COOTBETCTBYET TPeboBaHMAM BbINUCKM M3 TEXHMYECKOro (aina, KoM-
NAEKTY KOHCTPYKTOPCKOM gokyMeHTauumn (K[) N3rotoButens, yTBep>XAeHHOM B YCTaHOB/IEHHOM
nopsigKe.

5.1.2 OCHOBHble pa3mepbl (4MameTp, A/VHa, TONLWMHA) CIFOHO0TCOCA COOTBETCTBYIOT 3Haue-
HUAM, YKa3aHHbIM B TabnuLe 11 Ha PUCYHKE 5 HAcTOALLEro OKYMeHTa.

Ta6nuua 1- OCHOBHbIE pasMepbl (AvameTp, A/IMHA, TOMLLMHA) CIOHO0TCOoCA

Pasmep 3HaueHue

[Mametp, Mm di 6,5+ 0,5
d2 85+ 05

li 147 + 1,0

AnvHa, mm I 14,0+ 0,5
Is 140+ 1,0

; +

TonuwunHa, MM St 0,9+0,.2
s2 0,8+ 0,2

5.1.3 Macca cntoHootcoca: 4,2+ 05 T.

5.1.4 Konnayok C/OHOOTCOCA CHabXeH LecTblo 60KOBbIMM oTBepcTUAMKU (AnuHa x Ln-
puHa): 5,5 X 1 MM 1 ogHUM UeHTpanbHbIM (AnameTp): 2 mMm. JJonycKaemoe OTK/IOHEHNE pasMepoB
+ 10%.

5.1.5 CTeHKa Tpy6KM C/OHOOTCOCA apMUpOBaHa NPOBOIOKON AnnHON 140 £ 1 MM, AnameT-
pom 1+ 0,2 MM.

5.1.6 KOHCTPYKUMSA M BHELIHWIA BUA CTIOHOOTCOCA, ero YacTeil COOTBETCTBYHOT PUCYHKY 3, 5
HAaCTOALLEro AOKYMeHTa.

5.1.7 Tpy6Ka 1 Koana4yoK CAKHO0TCOCa N3roTaB/IMBAKTCA OKpaLleHHbIMU (LBETHLIMU) U He-
OKpaLleHHbIMU (6ecUBETHLIMU) B COOTBETCTBMU C PUCYHKOM 4 HACTOALEro JOKYMEHTA.

5.1.8 LLepoxoBaTocTb (Ra) Hapy»HbIX NOBEPXHOCTEN CMOHOOTCOCA, He 6onee: | MKM.

5.1.9 XKecTKocTb (TBEpAOCTb) TPYOKM ctoHooTcoca no Lopy 70-80A.

5.1.10 ConpoTusneHue yaapy Tpyoku cnoHooTcoca, He MmeHee: 0,5 H m.

5.1.11 Mpegen NpoYHOCTW Mpy KU3rnbe cnoHoOoTCOCa, He MeHee: 250 MIMa.

5.1.12 ¥Yron narmnba cnoHooTcoca: oT 0° go £ (90° + 3°) OTHOCUTENLHO UCXOAHOIO MOOXe-
HUS.

5.1.12.1 CnoHOOTCOC BblgepXXmBaeT He MeHee 5 UMKNOB  un3rmba Ha yron £ (90° £ 3°), co-

XpaHss CBOK YCTOMYMBOCTb MpW 3alaHHOM YT/lie U He A0CTUras 3Ha4YeHUI Npeaena NPOYHOCTU Npur
n3ruoe.

Moj UMKNOM MNOHMMAET CA U3TMB CAHOOT COCA U3 MCXOAHOT0 NoNoXeHns Hayron 90° + 3°

BN6GOM HanpaBNneHNN N BO3BPAaT B UCXOLHOE MONOXKEHNE.
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5.1.13 Ycunue, Heobxoanmoe ansa gpukcauunm / yaaneHns CbeMHOro Konmnayvka c TpyoKu chto-
HooTcoca: ot 20 go 30 H.

5.1.14 CnoHOOTCOC He COAEPXWUT MOCTOPOHHUX BKOUEHWUM, TPewWwmrH, KPYMNHbIX LaparuH,
OCTPbIX KPOMOK, BbIKPAaLIEHHbIX MECT 1 pakoBUH 6osiee 1 MM”, pacc/ioeHWiA, U3MEHEHWU LBeTa B
BUAe NATEH, MO6LIX 3arpsA3HEHNIA N APYTUX AeEKTOB, YXYALWaOWNX BHELUHWUIA BU U3LENNS.

5.1.15 CnoHO00TCOC MpU 3KcnayaTaunum yCTOMUMB K BO3AEACTBUIO KNMMATUUYECKUX (haKTo-
POB BHeLIHEW cpefbl Npy Temnepatype oT 32 o 42°C, OTHOCUTENbLHOM BAAXHOCTW BO3Ayxa A0
100%.

5.1.16 CnoHOO0TCOC YCTOMUMB K BO3AENCTBMAM BGMONOTMYECKUX XNAKOCTEN W BblaeNeHN
TKaHel opraHu3ma, ¢ KOTOpPbIMW OH KOHTaKTUPYeT B MNPOLLecce aKcnayaTaymm.

5.1.17 CnoHOOTCOC B TPAHCMOPTHOW YNakKoBKe 06/afaeT yCTOMYNBOCTBIO K BO3AENCTBUIO
KNMMaTMYeCKMX (hakTopoB Npy TpaHCNOPTUPOBaHUM: MpU TeMrnepaTtype oT MUHYC 50 fo natoc 50°C
1 OTHOCMTENbHOW BRaxKHOCTM Ao 80% npu 25°C; Npu XpaHeHUW: Npy TeMnepaType oT NaC 5 Ao
nntoc 40°C 1 0THOCUTENBbHOWN BRaxHoOCcTN o 80% npu 25°C.

5.1.18 CpoK rogHocTu caloHOOTCOCa - 3 rofa C AaTbl U3roTOB/IEHMS.

5.2 MEPEYEHb W OINMMUCAHWME MATEPVMANOB MEAMUMHCKOIO W3AENNA,
BCTYNMAKOLWNNX B HEI'IOCPE,D,CTBEHHI:IVI nnn OI'IOCPE,EI,OBAHHI:II7I KOHTAKT C TE-
JIOM YHENTOBEKA

5.2.1 Martepuanbl U Cbipbe, NPUMEHSEMbIE MPU N3FOTOBMEHUN C/IIOHOOTCOCA, COOTBETCTBYIOT
TpeboBaHUAM AeNCTBYOWMNX CTAaHAAPTOB WMAN HOPMATUBHO-TEXHUYECKOM AOKYMEHTaLUW Ha 3Tu
matepuanbl 1 Cbipbe, MPeayCMOTPEHHbIE AENCTBYHOLWMM 3aKOHO4ATeNIbCTBOM, M UMEKOT COMPOBO-
AWTeNbHbIe JOKYMEHThI 0 KayecTBe MpejnpusTUsa-nocTaBLynKa.

5.2.2 BXOAHOI KOHTPO/b CbIPbS 1 MaTepManoB, MPMMEHSEMbIX NPV MPOU3BOACTBE C/IIOHOOT-
coca, NPoBOAUTCA B COOTBETCTBUU C TPebOBAHUSAMU CEPTUPULNPOBAHHON N 3DPEKTUBHO UCMONb-
3yemoi CMCTeMbl MEHEIXXKMEHTA Ka4yecTBa, BHePEHHON Yy M3rOTOBUTENS.

5.2.3 N5 M3rOTOBNEHUS C/IIOHOOTCOCA UCMO/b3YIOTCA Chipbe U MaTepuasbl COrNacHo TabnuLie

Tabnuua 2 - Cbipbe, MaTepuasibl 4051 U3rOTOB/IEHUSA COHOOTCOCA

No HavmeHoBaHWe HavmveHoBaHWe, MapKa MaTepuana, U3roTosutess /
) W30enns, ero vactemn Homep CAS
1 CnoHOO0TCOC cTOMaToornyeckunin ogHopasosblii OCCIDENTAL co cbeMHbIM 6eCLBETHBLIM

KO/IMa4KOM, LIBET GECLIBETHBIN:

KomnayHg, nonvsmHunxnopuga (MBX-komnayHA) MeAULIMHCKOTO
11  Tpy6ka GecLpeTHas HasHa4eHus gns sKCTpysum mapkm JCH-1013, Changzhou Juchen
Plastic Industry Co., Ltd., KuTait
MonunponwuneH (M) mapkm PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., Kutaii
Cranb HepxkasetoLwas Mapku 401, Wuxi Chengjiu Metal Products
13  TpoBonoka Co., Ltd., Kutaii
MokpbITHe - Medb (Cu), Homep CAS: 7440-50-8

12  Konnayok 6ecuBeTHbIi
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HanmeHoBaHMe HavmeHoBaHMe, MapKa MaTepuana, U3rotosutens /
W3aenus, ero yactei Homep CAS

CnoHooTCcoC cTomaTonornyeckunini ogHopasosbli OCCIDENTAL €O CbeMHbIM CUHUM KO/naY-
KOM, LiBET GECLIBETHBII;

KomnayHg nonvsuHunxnopmga (MBX-koMnayHza) MeauLMHCKOro
Tpy6ka becLiBeTHas HasHaueHVs ansa aKeTpysum Mapkun JCH-1013, Changzhou Juchen
Plastic Industry Co., Ltd., KuTtai
Monunponunen (M) mapku PP 215-B, Changzhou Juchen Plastic
Industry Co., Ltd., Kutan
Cranb HepxxasetoLasi Mapkm 401, Wuxi Chengjiu Metal Products
MpoBosioka Co., Ltd., Kutaii

MokpbITHe - Medb (Cu), Homep CAS: 7440-50-8
CnoHOO0TCOC CTOMATOMorMyeckmii ogHopas3osblii OCCIDENTAL co CbeMHbIM GeCLIBETHBIM
KO/INa4YKOM, LBET 3e/1EHbIIA:

KomnayHg nonvsuHunxnopmga (MBX-komnayHza) MeanLMHCKOro
Tpy6Ka 3eneHas HasHaueHus 415 aKCTpy3um Mapkn JCH-6001, Changzhou Juchen
Plastic Industry Co., Ltd., KuTait
Monunponwunen (M) mapku PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., Kutaii
Cranb HepxkasetoLwasi Mapkm 401, Wuxi Chengjiu Metal Products
lMpoBonoka Co., Ltd., Kutaii

MokpbiTne - Meaps (Cu), Homep CAS: 7440-50-8
CnoHOO0TCOC cTOMaToornyeckmii ogHopasosbiiit OCCIDENTAL co chbeMHbIM 6eCLBETHBLIM
KO/IMa4yKOM, LIBET PO30BLINA:

KomnayHg, nonusmHunxnopuga (MBX-koMnayHa) MeauLUHCKOro
Tpy6Ka po3oBas Ha3Ha4eHus 4nst SKCTpy3mm Mapku JCH-4003, Changzhou Juchen
Plastic Industry Co., Ltd., Kutai
Monunponunen (M) mapku PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., Kutait
Cranb Hepxkasetowasi Mapku 401, Wuxi Chengjiu Metal Products
MpoBonoka Co., Ltd., Kutaii

MokpbiTne - Meas (Cu), Homep CAS: 7440-50-8
CnHOHOO0TCOC CTOMATOMorn4Yeckmii ogHopasosblii OCCIDENTAL co CbeMHbIM 6eCLIBETHBIM
KO/MAaYKoM, LIBET (h1ONETOBbIN:

KomnayHg, nonvsuHunxnopuga (MBX-komnayHa) MeaUUUHCKOro
Tpy6Ka thronetosast HasHaueHus onsa aKeTpysum mMapku JCH-4008, Changzhou Juchen
Plastic Industry Co., Ltd., Kutaii
Monunponwunen (M) mapku PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., Kuait
Cranb Hepxkasetolasi Mapku 401, Wuxi Chengjiu Metal Products
MpoBsosioka Co., Ltd., Kuraii

MokpbiTve - Mefb (Cn), Homep CAS: 7440-50-8
CnoHOOTCOC CTOMaToornyeckmii ogHopasosbiin OCCIDENTAL co chbeMHbIM 6eCLBETHBLIM
KO/IMaYKOM, LIBET XKENThINA:

KomnayHg, nonvsuHunxnopuga (MBX-koMnayHza) MeauLMHCKOro
Tpy6Ka >enTas HasHa4eHus A4n1st aKCTpy3mm Mapku JCH-1018, Changzhou Juchen
Plastic Industry Co., Ltd., Kutai
MonunponwuneH (M) mapkm PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., Kutaii
Cranb HepxxaBetowass Mapku 401, Wuxi Chengjiu Metal Products
MpoBosoka Co., Ltd., Kutaii

MokpbiTne - megp (Cu), Homep CAS: 7440-50-8
CnoHoOTCOC cTOMaToNornyeckunii ogHopasosbii OCCIDENTAL co CbeMHbIM GeCLIBETHBLIM
KO/MAaYKoM, LIBET OpaHeBbIN:

Konnayok cuHuiA

Konnayok 6ecLBeTHbIV

Konnayok 6ecuBeTHbIN

Konnayok 6ecLBeTHbIV

Konnayok 6ecuBeTHbIN

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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HavnmeHoBaHWe
W3[enns, ero yacTen

7.1  Tpybka opaHxeBast

7.2 Konna4yok 6ecLBeTHbIN

7.3 TpoBonoka

KOJ/INa4yKoMm, LIBET CUHWIA:

81  TpybKa cuHss

8.2  Konna4yok 6ecLBETHbIIA

8.3  Tlpososioka

KONMayKOM, LiBET KPacHBbIIA:

9.1  TpybKa KpacHast

9.2  Konna4yok 6ecLBeTHbIN

9.3 TlpoBosioka

10 YnakoBKa:

"pynnoBas NOTpebuTesb-
10.1  ckaa ynakoBka(niactu-
KOBbIIi MaKeT)

10.2 TpaHCropTHas ynakoBKa

5.3 KOMIUIEKTALNA

HavmveHoBaHWe, MapKa MaTepuana, U3rotosutess /
Homep CAS

KomnayHg nonvsuHunxnopuga (MBX-komnayHa) MeaUUUHCKOro
HasHa4eHus st sKCTpy3um Mapku JCH-2011, Changzhou Juchen
Plastic Industry Co., Ltd., KuTait
Monunponwunen (M) mapku PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., Kutaii
Cranb HepxxasetoLwaa Mapkum 401, Wuxi Chengjiu Metal Products
Co., Ltd., Kutaii
MokpbiThe - Meas (Cu), Homep CAS: 7440-50-8

CnoHOO0TCOC cTOMaTo0rnyeckunin ogHopasosblin OCCIDENTAL co cbeMHbIM 6eCLBETHBLIM

KomnayHg, nonusmHunxnopuga (MBX-koMnayHa) MeauLUHCKOro
HasHa4eHus anst sKCTpy3um Mapkm JCH-5017, Changzhou Juchen

Plastic Industry Co., Ltd., KuTtait

MonunponuneH (M) mapkm PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., KuTtaii

Cranb Hepxxagetowass mMapku 401, Wuxi Chengjiu Metal Products

Co., Ltd., Kutain

MokpbiTne - Meab (Cu), Homep CAS: 7440-50-8

CnoHOO0TCOC cTOMaToNornyeckunin ogHopasosblin OCCIDENTAL co CbeMHbIM 6eCLBETHbIM

KomnayHg, nonvsmnHmnxnopuga (MBX-komnayHA) MeaUUUHCKOro
HasHa4eHus st sKCcTpy3um Mapku JCH-3020, Changzhou Juchen

Plastic Industry Co., Ltd., Kutain

MonunponuneH (M) mapkm PP 200-N, Changzhou Juchen Plastic
Industry Co., Ltd., Kutai

Cranb Hepxkasetowasi Mapkm 401, Wuxi Chengjiu Metal Products

Co., Ltd., Kutaii

MokpbiThe - Meab (Cu), Homep CAS: 7440-50-8

MonnatnneH mapkn TR-07, Jiangsu Hongda Plastic Co., Ltd., Ku-
Tan

KapToH rogpupoBaHHbIn Mapkn ALHC10, Yongfeng Yu Paper
(Nanjing) Co., Ltd., Kutaii

CNOHOOTCOC CTOMATONOrM4Yeckuii ogHopasoebiin OCCIDENTAL, B BapnaHTax UCMOMHEHWUS

I. BapunaHTbl UCNONHEHUS:

1. CntoHooTCcoC cToMaTonornyecknini ogHopasosbii OCCIDENTAL co CbeMHbIM 6eCLBET-

HbIM KOMIMa4ykKoM, LBeT 6ecuBeTHbIN - 100 wT./yn.

2. CnroHooTCcoC cToMatoniornyecknii ogHopasoBbii OCCIDENTAL €O CbeMHbIM CUHUM

KOMINayKoMm, LBeT 6ecuBeTHbIA - 100 wT./yn.

3. CntoHooTcoc cTomaronornyeckuii ogHopasosbliit OCCIDENTAL co cheMHbIM GecuBeT-

HbIM KO/INa4yKoM, LIBET 3eNeHbIN -

100 wr./yn.

4. CnoHOOTCOC cTOMaTonormyeckmini ogqHopasosbliit OCCIDENTAL co cbeMHbIM GecLBeT-

HbIM KO/INa4yKoM, LiBeT PO30BbIiA -

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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5. Cmonootcoc cromatonorudecknii oguopasossili OCCIDENTAL co cheMHBIM Gecuser-
HEIM KOJINAYKOM, UBeT GHoneToBRI — 100 mt./yn.

6. Cmonoorcoc cromaronornueckuii ogropasosriiit OCCIDENTAL co cheMHBIM Gecuper-
HEIM KOJINAYKOM, 1peT xenruilf — 100 mr./yn.

7. CmioHoorcoc croMaTonormteckuit oanopasosriif OCCIDENTAL co cheMHBIM Gecuiger-
HBIM KOJIMAYMKOM, LBET OpaikeBuit — 100 mr./yn.

8. Cmionoorcoc cromaronormieckuii oaHopasosuiii OCCIDENTAL co cheMHEIM Gecuiper-
HLIM KOJIMAYKOM, UBeT CHHEM — 100 mT./yn.

9. Cmonootcoc croMaTosioruieckuit oauopasosriif OCCIDENTAL co chemunM Gecuper-
HBIM KOJIMAYKOM, LBST KpacKHi — 100 mr./yn.

IL. DxcnayaTanoHHAS AOKYMEHTAIIAA:
- UncTpyKims no npuMesenmio - 1 mT. (K2 TPaHCTIOPTHYIO YNIAKOBKY)

5.4 CBEJEHHA O MAPKHUPOBKE H YTIAKOBKE M3EJIUA

5.4.1 MapkupOBKa JOCTOBEpHAS, YETKAA, JIeTKo yHracMast, TpeGoBaHiA K CHMBONAM B COOT-
BercTeHH ¢ ISO 15223.1:2021.

5.4.1.1 CmoHOOTCOC OAHOIO BAPHAHTA HCIOBECHHA B KomuyecTse: 100 mir. yxnaasieaetcs 8
rPYNNOBYIO NOTPSOHTENBCKYIO YTIAKOBKY — TUIACTHKOBHIH NAKeT, Kpasd KOTOPOro repMETHIHO CBa-
PEBN TEpMHIECKHM cnocofoM. FabapuTHEie pasmMepsl rpynnosol noTpeGHTENBLCKOH YNAKOBKH
(nuna x Inpuna): 240 x 230 MM, ¢ AOTIYCKACMBIM OTKIOHeHHeM +10 MM. Tommuna (NWIOTHOCTS)
IIACTUKOBOTO NakeTs, He MeHee: 20 MkM.

5.4.1.2 [TpouHOCTL MAaTEPHANA TIAKETS PH PACTKCHUH B MPOAOABHOM HAMPARICHHH, HE Me-
Bee: 20 MITa; B nonepeuroM HanpasicHuR, He MeHee: 15 MIIa. OTROCHTENLHOS YATHHEHUE MATC-
phana nakera npH paspuise B npo,uomoﬁ HATIpaBncHUH, He Menee: 300%; B nonepeyHOM HAMPAB-
nieHuH, He MeHee: 500%.

5.4.1.3 CBapHHE WIBH IVIACTHKOBOTO NAKETA NepMETHYHEIE, POBHHE N0 BeeH Annke, 6¢3 npo-
MOKEHHBIX MecT M ckaaack. LLIupHHA cBapHOTO ImBa, He MeHee: 0,5 MM. Ycunue Ha paspHiB CBap-
HOTO HIBA B NONCPETHOM HanpaBneHUH, He MeHee: 15 H/ 15 mm.

5.4.1.4 Buewmnnit sun rpynnoso#t notpeSurenbexoll yNakoskH CIOHOOTCOCE COOTBETCTBYET
pucyHky 6.

5.4.2 I'pynnoBas NOTPeOHTENBECKAS YNAKOBKA CIIIOHOOTCOCA COASPIKHT MApPKUPOBKY (pHCy-
Bok 7) co cnepyomeit undopmanueis:

= NOJIHOC HANMCHOBAHNC H3JICITHA, CT0 BAPDHAHT HCTIOTHCHNR

- HAHMCHOBaHWC NPCANPHATHA-HINOTOBUTEINA, CTO aApCC u

- HAUMCHOBARHHE YTIOTHOMOYEHHOTO NpeAcrapuTens B PO,
ero apec, renedon, e-mail, Beb-calit
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- IATA H3MOTORICHNA dl (200/mecsy)
- KOZ napTHH LOT (x00)

- KOJIHYCCTBO M3ACNHH B YNAXOBKE

- caMBon «Hicnons3osars RO ...» g (200/mecay)

- cuMBon «OGpaTUTeCh K MHCTPYXIMH N0 NPHMEHEHHION

- CHMBOJI «3aNpeT Ha NOBTOPHOE HPHMEHCHHE) @

- camMBos «He crepunsHO» . |

- cHiMBOJ «TeMnepaTypHEIif AANa3on» “’Jl[«
- cuMBoa «He aonyckars BO3ACHACTBU CONMHEYHOIO CBETA) -i&

- cumpon «He aomycxarts BoaaelicTena Baarm» *

- HOMEP H JIATA PETHCTPALIOHHOTO YAOCTOBSPEHHS

- 3HAK COOTBETCTBHA €BPONIEHCKHM HOPMAM c €

- CCBUIKA HA M3ACITHC, PASMCILICHHOS HA CAHTE YTIONHOMOYESHHOTO
npeacrapurens, B puac QR-xona

9 Hupopmayus, npedocmasnseman nonvsosamenio no QR-xody: nepeuens eapuanmoe uc-
nonuenuil (naumenoeanuii) usdenus ¢ gomozpaguneckumu UsOGPANCEHURMY CHEUINE20 8UOa U
cmoumocmeio (py6./yn.). Ilpu nepexode na cmpanusy Xancoo20 apuaRMa UCNOTHERKA CIOKOOM-
COCa NORLIOCAMENIO NPECOCMABIREMCA CREOYVIOUIAR UHPOPMAYUR. HAUMEHOBAHUE BAPUAHMA UC-
noanenus, npoussooumend, pomozpaguuecxoe usobpadcenue snewtnezo euda, nasuavenue, aba-
Dumnbie pasMepsl, XOAUECmeo uz0enuii 6 ynaxoexe, cmowmocmy (py6./yn.), nomep u dama pezu-
CMpayuonRo20 yoocmoeepenus. Besa unpopmayun, pasmewaeman na calime ynoaHoMOYERNO20
npedcmacsumens ¢ PD, coomeemecmayem mexnuNecxoti u IXCITYAMAYUOHHON OOKYMERMAayuY Ha
meduyuncxoe usoerue Cmonoomcoc cmomamonozusecxusi oonopasoeviti OCCIDENTAL, ¢ eapu-
aHMAX UCNOANEHUR; OONMYCKACMCR PEOaKmMUpoearue unopmayuu o6 usdenuyu moapko nymem ee
yoanenus unu 00basnenus.

21

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



@ OCCIDENTAL HicTpy s 10 TP

Cnonoorcoc cromaTtosoruyecknii oqnopasosbiiit OCCIDENTAL,
B BAPHAHTAX HCNO/HEHHS

u Jiangsu Yabaobao Medical Instrument Co., Ltd.

(Uzancy A6aobao Meauxan Huctpyment Ko, JIta.), No. Broxenne BapHanT ncronsenya
98 Zhongling Road, Sanmao Street, Yangzhong City, CIIOHOOTCOC CTOMATONOTHYECKHH OAHOPEIO-
Zhenjiang City, Jiangsu Province, China (Kurait) J 8uifi OCCIDENTAL co chemubiM Gecliser-

HBIM KOIMAYKOM, BET GeCLBETHBIH

CMOHOOTCOC CTOMATONOrH4eCKHil oaHopaso-
Bl OCCIDENTAL €O CheMHBIM CHHHM
KONNa4YKkoM, 1seT GecuBeTHRLIR

Yoonaomouenunil npeacransTenn 3 PO:
000 «Becm, 195112, r. Canxr-Tletep6ypr, np-kt YTKHH,
a. 15, nuvep E, nomemn. 2-H oduc 12

Ten.: +7 (812) 317-17-00; E-mail: info@w-stom.ru; C .
Be6-caiir //w-stom. MOHOOTCOC CTOMATONOrHYECKKH oaHOpa3o-
hitps://w-stom.ru/ a4l OCCIDENTAL co CheMHuM GecuseT-

HBIM KOAMAYKOM, LIBET 3eAcHbIl
ﬂ g CRIOHOOTCOC CTOMATOIOTHYECKUH 0AHOpa3o-
2024-07 2027-07 8ol OCCIDENTAL co cheMHBIM OecuseT-
HbIM KONMAYKOM, UBET PO3OBbIH
LOT YP124CC CRIOHOOTCOC CTOMATONOrHYECKME ORHOpa3o-

suiit OCCIDENTAL co cheMHBIM OecuseT-

4rc HbIM KONNAYKOM, UBeT duoneTonbiit
i CmionooTcoc cromatonornycckuii onHopaio-
- snil OCCIDENTAL co cheMHBIM Gecuser-
*
| . HBIM KONNAYKOM, LIBET XenThift
ae ‘
= ok’ CIOKOOTCOC CTOMATONOrHYECKuH 0HOpal0-
AN\ st OCCIDENTAL o chembiu Gecuset-
[ ] HBIM KOJINAYKOM, LIBET OpaHXeshift
CmoHOOTCOC CTOMATONOrHYeCKKit onHopaso-

KonuuecTBo H3genuii B st OCCIDENTAL co cheminiM Gecuset-
ynaxkoBkKe: 100 urr. HBIM KONNAYKOM, LBET CHHHH

CI0HO0TCOC CTOMATONOrHYECKHTl OaHOpa3o-
PY: M P3H YYYVY/XXXX or suifi OCCIDENTAL co cremubiM Gecuser-
DD.MM.YYYY HBIM KOJINAYKOM, UBET KPACHRIH

Pucynok 7 — [IpoekT MapKUpOBKH, pacriofioXeHHbIH Ha rpynnoBo#i NoTpe6UTeNbCKOH yrnakoBKe
(nnacTHKOBOM Nakere)

5.4.3 CmoHooTcocC B rpynnoBoii noTpebuTensckoii yrnakoBke (M1aCTHKOBOM MaKeTe) B KOJIH-
yecTBe, He Gonee: 500 yn., BMecTe ¢ HHCTPYKLHeEH N0 NPHMEHEHHUIO YK/IAAbIBAETCA B TPAHCNIOPT-
HY10 Tapy — kopobKy U3 roppHpoBaHHOrO KapTOHa, TONLIMHON, He MeHee: 2000 MKM, MJIOTHOCTBIO,
He MeHee: 250 r/M2. ['a6apuTHEIe pa3mMephl TpaHCNOPTHO#M ynakosku (JlnyuHa x LLlnpuna x BricoTa):
He BGonee: 1500 x 1000 x 1000 mm. Macca TpaHcnopTHO# ynakoBkH, He Gonee: 4000 r. Macca
TPaHCMIOPTHOMH YNaKOBKY ¢ H3JenueM, He 6onee: 220 kr.

5.4.4 CegeHus o MaTepHaiax, H3 KOTOPBIX M3rOTaBJIMBAIOTCA MPYNNOBas NOTpeOGUTENbCKaS
M TPAHCMOPTHas YMaKOBKH CIIOHOOTCOCA, NpeACcTaBeHsl B Tabauue 2.

5.4.5 YnakoBka obecneyHBaeT 3alHTy COJCPKHMMOrO OT BO3AECHCTBHS MEXaHHYECKHX U KIIH-
MaTHueckuX akTOpOB BO BpeMs TPaHCMOPTHPOBaHUS U XpaHEHHS, a Takoke Haubosee MoaHoe Uc-
NoJIb30BaHHE BMECTUMOCTH TPAHCMIOPTHBIX CPEACTB M YA0OCTBO BBINONHEHUS pa3rpy304HO-Norpy-
304HBIX paboT.

5.4.6 TpaHncnopTHas MapKMpOBKa HaHeceHa Ha GYMaKHbIE APIBIKH, APABLIKH MPUKPETIEHB! K

YMaKOBKE KJeeM.
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5.4.6.1 Ha Goxosyio(-s¢) cTOpoHY(-E) TpaHCIOPTHOH Taphl HAHCCCHEL:

= NOJIHOC HAHMCHOBAHHE H3NCIIHA

- HAWMCHOBAHHE NPEANPHATHSA-HITOTOBHTENA, €10 aPec ‘

- HAMEHOBAHKE YIIOTHOMOYECHHOTO npeacTaBuTens B PO,
ero aapec, Tencon, e-mail, Be6-caiit

- KONHYECTRO H3zienuil (NAKeTOB) B YNAKOBKE (um.)

- CHMBOJ « TeMnepaTypHuiit Auana3on»

a

7ii

\

- cumBon «He fonyckats Bo3ieHCTBAS COSTHEUHOTO CBETAY

o
N
[ ]
- cuMBoa «He aomyckarh Bo3ACHCTBHA BIArN» f

- HOMEp H JATA PErHCTPAUHOHHOTO YAOCTORSPEHHS
- IOJIHOE HIM YCAIOBHOC 3APETHCTPHPOBAHHOC B YCTAHOBACHHOM NOPAZKe HAMMECHOBAHNE TPY30-
NONYYATeNA H MPY300TIPARKHTENA
- HAMMEHOBAHHE NYHKTa HA3HAYCHUS M MYHKTA OTNPARNCHHS

- HAAMHCH TPAHCIOPTHRIX oprarusaumit (coaepixanue HAAMMCEH H NOPANOK HAHCCCHHA RO/DKHLE
YCTAHABAMBATHCA NPABHIAMH TPAHCNOPTHHIX MUHHCTCPCTB)

- MacCH GPYTTO M HETTO Ipy30BOTO MecTa (KT)
- rabapHTHEIe pasmepn rpysosoro Mecra (Jlnmuna x [llupuna x Brcota (MMm))
ITpumevanue: Jonycxaemecs 00OnOaHAMb MAPKUPOSKY OpY2uMU CBLOCHURMY, @ MAKNCe UC-

POL306AML UNBIE URPOPMAYUOHHYIE SHAKYU U HAONUCY.

5.5 TMTOACHEHMUE ITPEAYTIPEXAIOLINX  HHOOPMALIMOHHBIX CUMBOJIOB
5.5.1 OGnacHeHHe NpeAYNPEXBAOMHEX B HHPOPMALIHOHHHY. CHMBOJIOR, HCTIONE3YCMBIX HA
rpynnoso# noTpeGHTENLCKOH U TPAHCTIOPTHOH YNAKOBKAX CIMOHOOTCOC, PHBEACHO B Tabmuue 3.

Tabauua 4 — Pacinugporka NPEAYNPERIAIOLTHX W HHPOPMALIHOHHKX CHMBOJIOB

d] m; T8, XorAs Getmo BIRCHO MeRuD I'pynnosas noTpeGHTENBCKAS YIIAKOBKA
‘ Hanmenopanne u afipec npeanpusTus-maroro- | Ipymmosan notpeGHTENLCKAR YNAKORKA
BHTENA Tpancnoprsas ynakoBka
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HHCTpYKUMA No NpHMEHEHUIO

Bepens: 1.1

Koa napTin, KOTOPHIM H3TOTOBHTEND HACHTH-

! aan _ | T'pynnozax noTpeOHTENBCKAS YNAKOBKA
3anper Ha NOBTOPHOE NPUMEHCHNE. YRabl-
BAET, Y10 MEANIHACKOE H3ACNAe npeAnasHa- | I'pynnosas noTpeSureNbcxad ynakobka

YeHO TOJIEXO VIR OMHOKPATHOIO MPHMCHCHHA

Ob6paTuTech K HHCTPYKIUHH NO NPHMEHEHHIO.
VxasnBaeT HEOOXORMMOCTS ANA NOMAB3OBATENS
O3HAKOMHTBCA ¢ HHCTPYKUBEH! 0 TpHMeHe-
HHIO

I'pynnopas noTpeSUTENBCKAS YIAKOBKA

MeaunxHCcKoe HACHAE He CTEPIWILHO U He

NOABEPraioch CTEPUIHSAIMH Tpyninosax BOTPEGUTEMLCKAL YIAKOBKA
JlaTa, nocne BCTeYEHAN KOTOPOH MEXRIMH-
CKOC MI/ICIHE He JOMAHO NPHMCHITHCS WK I'pynnosas noTpeGHTENbCKAN YIIAKOBKA

HCTIONIL30BATECH

3HAaK COOTBETCTBHA BPONCHCKAM HOPMAM

I'pynnoeas noTpeSuTennckas ynakoska

He nonmycxarts BosgelicTena Biard. Yxashbi-
BA&ET, IT0 MEAHIHHCKOE W3/AeIHe HeoBX0auMOo
SAMHINATS OT BO3ACHCTBHA BiAIH

I'pymmosas noTpeSuTeNLCKAS YIAKOBKA

TpancnoprHas ynakonka

He ponyckats BO3ECHCTBHE COAHEUHOTO
CBETa. YKa3HBAET, UTO MCAHIHHCKOS HIACHHE
HeoOXOANMO 3AINNIIATE OT BOJACHCTBHA HC-
TOMHHKOR CBETa

I'pymmoras norpeSurensckas ynakosxa

TpancnoprHas ynaxopxa

Temneparypnilt AHANA30H. YKAILIBACT rpa-
HHIE! TEMIIEPATYPHOTO AHANA30HA, B pEAe-
NaX KOTOPOro MEHIMHCKOS H3NCAHE COXpa-
HEeT CBOH cBolicTna Ges ymepSa Gesonacho-
cTH

I'pynnoras noTpeOHTENECKAS YIAKOBKA

TpascnopTHAS YNAKOBKA

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




@ 0CCIDENTAL R o e

6 TPEBOBAHMA BE3OIIACHOCTH

6.1 CmoHOOTCOC COOTBETCTBYCT TPeOOBAHHAM TOKCHKOMOIMYECKOM, CAHHTAPHO-XHMMYE-
ckoif H GHoNorMIecKol GezonacHocTH B COOTBETCTRHH ¢ TpeGosanusmu DIN EN ISO 7405:2019
(ISO 7405:2018) u cepum crangaptos ISO 10993, a TaKke HOPMATUBHKIX IOKYMEHTOB, YTBEPKACH~
HHIX B YCTAHOBICHHOM NOPAAKS. '
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7 HCTIOJIB3OBAHHUE IO HASHAYEHHIO
7.1 IKCIUTYATALIMOHHBIE OI'PAHUYEHHUA

A Buumanne! J{na npeaoTepallie i NPHYHHEHHA TPABM NALKCHTY / MCAHIMHCKOMY fNep-
COHANY Nepe/] HAYANOM 3KCILTYATALME C/HOHOOTCOCA HEOOXOAMMO HIYYHTE H HEYKOCHHTENIBHO CO-
GaiogaTh NpeAyCMOTPeHHEE NPABI/IA TEXHHUKH (e30MACHOCTH.

Tlepen TeM Kak MOATOTOBHTH CIIOHOOTCOC K paboTte, ybeanutecs, 4To ycnoBUS OKpyxalomeil
Cpeibl COOTBETCTBYIOT TpeOOBAHHAM HACTOSICH HHCTPYKIMN NO NMPHUMEHEHUIO:

- Temneparypa Tena naupenTa (B NOAOCTH pTa): oT Iuoc 32 ao nmoc 42°C.,

- Temnieparypa Bo3ayxa: ot muoc 18 ao nmoc 25°C.

- OTHOCHTE/IBHAS BIAKHOCTh BO3AYXa: oT 40 ao 60% npu 25°C.

- ATmocdepsioe narnenne: ot 84,0 no 106,7 xI1a (ot 630 o 800 MM pr. cT.).

& Iocne anuTenbHOro NpeGHBAHHA B YCAOBHAX OTPHLATENBHHIX TeMneparyp Heobxo-
JMMO BRJICPAATD CMOHOOTCOC B TPAHCTIOPTHON YNAKOBKe He MeHee 4 U B YCNOBHAX HOPMAaTbHOH
(xoMuaTHOMH) TEMMNEPATYPAL.

Kaxgoe uagense npoXoaut nepes npoAaxeif CreMaNbHYIO NPOBEPKY HITOTOBUTENICM HITH €T0
YNONHOMOYCHHNIM npeAcTabuTeneM B PO, TeM He MeHee NPA TPAHCMOPTHPOBKS MOTYT NPOH3OATH
HENPEABHACHHEIC NOBPCAKICHHA, HE CBI3AHHEIE C NPOU3BOACTBOM CIIOHOOTCOCA.

IoxanyiicTa, NPOBEANTE BH3YARBHYIO OLCHKY YNAKOBKH, COCTOSHHS CNIOHOOTCOCA, YTOOH
yOeanTHCA B OTCYTCYBHH Pa3nMUHHX NoBpexacHuit. Ecm Bu oGHapyxuTe noBpexacHus, oGpaTu-
Tech X H3NOTOBHTENMIO WIH K €0 YIIONHOMOUCHHOMY npeacTasuTeo B PO.

A Bunmanne!

- He ponyckaeTca SKCIUTYSTALMA CIOHOOTCOCA MPH HAMMYHH AehEKTOB HA NOBEPXHOCTH H3~
ACNHA W/WIH NPH3HAKOB NOBPEKACHNA.

- 3anpeiaeTcs NOBTOPHOS HCTIOB30BAHHE CINIOHOOTCOCA. CIMOHOOTCOC OTHOCHTCS K M3IC/IHAM
ORHOPA30BOTIO HCMIONE30BAHNY,

- 3anpemaeTcs HCHONB3OBAHWE ONHOTO CNICHOOTCOCA A HECKONBKHX MALMEHTOB. CiloR00T-
COC MPEAHASHAYCH A1 HHAMBHAYANBHOTO NPAMCHCHUA.

- Yunrusaiite nRGopMaINIO, NOMYYEHRYIO H3 MPSAYNPEAHTEABHEIX 3HAKOB, U colmoaalite
MEPH NPEAOCTOPOXKHOCTH, paboTas CO CAIOHOOTCOCOM.

A CmoHOO0TCOC peAHASHAYCH A HCTIONB3OBAHUA NPOdeCCHORANEHEIMH MCAHUHHCKHMA
paboTHHKAMH NeuebHO-NPOPHIAKTHYCCKUX MEIMITMHCKIX OpraHm3anmii ¢ CooTBeTCTRYIOmes KBa-
mduxaupeii: BpaI-CTOMATONOT, ACTANLHO H3YYMBIIMMH HACTOSIIYIO HHCTPYKIMIO N0 NpHMEHe-
HHIO.

Moxanyticra, npuaepxwBaliTech peKOMCHAaUMit, NpeAynpexacHHl ©  yxasaHHii,
M2NOKEHHHX B HACTOAWCH MHCTPYKIMM MO MPHMEHEHHIO, TAK KAK MX HECOOMOACHHE MOXET

MPHBECTH K HAHECEHHIO BPelia MAUUCHTY / MCAHIMHCKOMY NEPCOHANY.
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7.2 IIOATOTOBKA U ITOPANOK PABOTBI C UAENTUEM

- HaaeneTe cnenmansHyio onexay, o0yss, NpoH3BeAHTE AHTUCENTHKY KOXH PYK H BAJICHRTE
CPEACTRA MHAWBHAYANLHOM 3aIMTH PyK (NePIATKH), FIA3 (3ANMTHEIC OUKH HIH SKPAH CTOMATON0-
reveckutl sanpaTHIIL) 1 opraHos AHIXanNS (MACKY WIH PECIMPATOp) W/HIH JpYTHE CPEACTRA HHAN-
BHAYANBHOH SAIMTH B COOTBETCTBHH CO CTAHAAPTAMM H MPABHNAMH, JHCTBYIOIMMH B JicueGHO-
npodunaxrIeckoli MEAUIHHCKOM OpraHMU3aIMy.

- IlpenBapHTenbHO NPOBEPHTE IENOCTHOCTH TPYMNOBOH NOTPESHTENBCKON YNAKOBKH, 8
TAKXKE CPOK NOAHOCTH C/IOHOOTCOCA, YKAZAHREIH Ha MAPKHPOBKE YIAKOBKH.

& Bunmanne! llepen nepBoiM BCKPHTHCM TPYANOBOM NOTpeSHTENBCKON YNAKOBKH
MPOBEPETE €¢ HA NpPCAMET MEXAHHYECKHMX NOBPEKACHHH. DKCIUIyATALMA CMIOHOOTCOCA HE

HOMMyCKACTCA B CAydae HapyIICHHA LISNOCTHOCTH rpynnosoil norpeSurensckoil ynaxosxu. He
HCMIONB3YHTE CIMOHOOTCOC MOCAC HCTCUECHHA €10 CPOKA MNOAHOCTH.

- OTxpoiire rpynnoByio NOTpeSHTENECKYIO YNAKOBKY (TAACTHKOBEIH makeT) (pUCyHOK 6) H
SKKYpPaTHO H3BJEKHTE CoHOOTCOC. Iloce BCKpHITHS YNAKOBKH 3aKpoiTe ee TakuM oOpasoM,
¥TOGH He ROMYCTHTD 3aNPA3HCHHUA HOCHTIONb3OBAHHEIX MEAMIMHCKUX H3aemuit (MH).

Ipumeuanue: Buibop yeema cmoHoomcoca 3G6uUcunt om npeonoumenini 6pava-cmomMamo-
ao2a.

- ITpeaBapHTENLHO NPOBEPHTE BENOCTHOCTS H3BJICHCHHOTO M3 YNIAKOBKH CIIOHOOTCOCA.

A Bunmanne! Ilepes xaxanM HCMONB30BRHHEM BCETAA APOBEpAiiTe CHIOHOOTCOC Ha
MpeAMeT MEXAHHICCKHX NOBpoxacHMM, obecnpeuMBaHMA M NOCTOPOHHMX BxmodeHuil, He
JOMYCKAETCA SKCIYATALHA COHOOTCOCA NP HANHYHH AehCKTOB HA NOBEPXHOCTH HIACTHA WM
MPH3HAKOB NOBPCKACHUSA

- [Tpuaaiite popmMy cmonooTCOCY B 3aBHCHMOCTH OT ocobeHHOCTE ] pOTOROH NONOCTH Nal-
€RTS, INIABHO COTHYB €10 Ha HeoOxoanMEIH yroj (oT 0° no + (90° + 3°)), He gomyckas peakux Gno-
KHpYIOIIUX 38710MOB.

Ilpumenansue: Ecau neobxodumo ocywecmeums cusbmbiti uzeub cmonoomceoca, npogedume
€20 8 06a amana. Hcnonesys nodyuieuxy 60msuio20 namvya xax ynop, coelaiime niasuviii nepeviti
c2ub, 3amem ocyuecmeume emopoii c2ub ¢ MOGOPOMOM CIOHOOMCOCA BOKPY2 CB0El OCH.

- [InoTHO BCTABETE CIOHOOTCOC (CTOpOHOI 663 xo/madKa) B TpyOKY CHCTEMEI CTOMATOJNIOI K-
yeckolt acnupaumonnoli (acnuparopa croMatonormaeckoro). [lepen nauanom paSoru yGeaurecs,
9TO CMOHOOTCOC RANEKHO 38 UKCHPOBAH B TPYGKe CHCTEMEI CTOMATONOTHYECKOM aCUpPALMOHHOMN
(acMpaTOpa CTOMATONOTHYECKOrO) (WM NMEpeXOAHEKE (AfANTEpe), MPH €r0 MCMONL3OBAHHH), &
KOJMAYOK TUIOTHO «CHAHT» HA KOHL\e TPyOKH CMOHOOTCOCA (KONMAYOK HAleBaeTCa Ha TpyOKy Ao
INEITIKR).

CRioR00TCOC coeaMHACTCA ¢ TPYGKOH CHCTEMEI CTOMATONOTHYECKOH ACHMPALHORHOH (acHH-
paropa CTOMASTONOTHYECKOTO) HANPAMYIO MM Yepe3 NepexoAHuk (anantep) (pucyHok 8), ecin
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TPYOKA CHCTEME CTOMATONOrMUYECKOH aCIMpalMOHHON MMeeT ABaMerp, OTAMMHEIM OT 6,5 MM,
BanpuMep, 11 mm (pucysox 8, a) wim 16 MM (pucyHOK 8, 6) (CM. 1. 15 HACTOSINETO IOKYMEHTA),

A Barmanne!

- Hcnoneaylite cmoHOOTCOC i NPOBEACHUS NPOLUCAYPH], €CH HA NPHMEHEHHE CTIOHOOT-
€OCA HET MPAMOTO 3aNPETa MPOU3BOAUTENCH CHCTEMBI CTOMATOJIOTHUECKONM ACIPAIHORHOMN (acnH-
PATOPA CTOMATOMIOTHYECKOTO).

- Meauumnckse H3jeNus, HCIONB3YCMEC B KOMOHHAIMA ¢O CIOHOOTCOCOM, OJUKHB OTBE-
9aTh TpeGOBAHMAM COOTBETCTBYIOHHX CTAHAAPTOB, TEXHHYECKHX YCNOBHH WM APYTHX Npeay-
CMOTPEHHBIX AOKYMEHTOB U JO/UKHH GRITH 3aperHCTPHPOBAHE Ha TeppHTOpHH Poccutickoit Peae-
pauMu B nopagxe, yeraHorneHHoM [Ipasutensctsom Poccuiickoil @enepanut, ynosHoOMOYCHHEM
HM (enepansHEM OPraHoM HCTIOHUTENBHON BIACTH, WM 3aperucTpupopann B Poccuiickolt de-
AepaliH B COOTBETCTBHH ¢ MEXAYHAPOAHHIMH JOTOBOPAMH W AKTaMH, COCTABIAIOMHMH NMPaBO
EBpasniickoro 3x0HOMHUYECKOr0 CO103a, cornacHo uactu 4 crated 38 ®dezepantHoro 3akoHa or
21.11.2011 Ne 323-®3 «OG6 ocHoBax OXpaHH 3/0poBbA rpaxaH B Poccniickolt ®eacpauumny.

A Tlepen BAYANOM paGoOTHI CO CMOHOOTCOCOM HEOGXOANMO NPOBEPHTE HARCHKHOCTS Kpen-
neHus Beex uacTel 06opyAoBAHKA (CHCTEMEL), 3TO MOMOXKET H30EXKATE NPoGNeM ¢ obecncucHHEM
HeOGXOAMMOTO AABNECHHS (BAKYYMA) 4151 AKTHBALMY NPOLISCCa BCACHBAHHS U C/IENaeT neuchue Gea-
ONACcCHHM /U1 MAMCHTA.

- Beeaure B nONOCTE PTa MALMCHTA CAIOHOOTCOC (CTOPOHOH ¢ KONNAYKOM) H OCYINICCTBHTE
38CACHBAHEE (ACTHPALMIO) KPOBH, THOS, CNIOHH, OTXOR0B W/HIH BOAH, cOpasyloimiMXcs BO BpeMs
CTOMBTOJIOTH4EcKOH HnH opanbHolit Apoueaypsl. Bo Bpema paGoTH Hanmpasisiite CMOHOOTCOC HA
obpabarnBacMyIo NOBEPXHOCTH, ACOUBAKCH NMOJHOTO YAAICHHS XPOBH, THOS, CNIIOHE, OTXO0B HIH
BOJAKI, Pery/HpyS HHTCHCHBHOCTS aCIHpALHH (B 3aBHCHMOCTH OT BO3MOXKROCTCH acRpalpoHHON
crcTeMmul). [Tpu Heo6X0AMMOCTH CHUMHTE KONHAYOK ¢ TPYOXH CIOHOOTCOCA ANA YBEIHICHHA MO~
HOCTH (CKOPOCTH) BCACKIBAHHA JKHAXOCTH H/H/H BCACHIBAHHS KPYNHKX TBSPABIX acTHL], obpasy-
IOIMXCH BO BpeMs CTOMATONIOTHYECKOH MK opanbHOM NpOLICAYPEL.

A Baamanwe! ITpsu npossieyn noSoansix 3gdexros (pasapaxeHHH HIH AIICPrHYCCKOH
peakiuu) y NalMeHTa HeMEAJICHHO NMPEKPATHTE NPOBEACHHE NPOLICAYP ¢ MCTIONB30BAHUEM CITOHO-
0TCOoca ¥ ofecnedbTe NOMOMIb NALMEHTY, PH HeoOXOAUMOCTH.

- [lo 3aBepmieHrH NpoUCAYPH U3BJICKHTE CAICHOOTCOC N3 TPYOKHN CHCTEMB CTOMATONOTHYE-

cKOM acHpaUMOHHON (ACHPATOPA CTOMATONOTHYECKOr0) (UM NepexofHUKA (AANTepa), NPH ero
HCMONB3OBARMMN) H YTHIHIHPYIITE COHOOTCOC B COOTBETCTBHH C 1. 16 HACTOSINErO JOKYMEHTA.
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8 VKA3ZAHHA IO SKCIVIYATAIIHH

8.1 Hcnonk3oranue CIMOHOOTCOCA AOJDKHO OCYIICCTBIATECA B COOTBETCTBHM ¢ Hactosmell
HHCTPYKIHEit N0 NPUMEHEHUIO,

8.2 CmoHooTCOC NpeiHA3ZHAYCH JUIA HCTIONB30BAHHUA NPOPECCHOHANBHEIME MEAHHHCKHMH
paboramkamu neucOHO-POPHIAKTHUCCKHX MEAMIKHCKHX OpraHH3atulf ¢ COOTBeTCTRYyIOMmeH KBa-
nHduKaumeli: Bpai-CTOMATONOT, ACTANEHO H3YYHBIIMMH HACTOSIIYIO HHCTPYKLMIO NO NpHMCHC-
o, .

8.3 Vunrusaiite nudopMammio, NOMyUCHHYIO U3 NMpeAYNPEAMTENLHEIX 3HAKOB, U cofmo-
AaliTe MepH NPEAOCTOPOXHOCTH APH HCTIONL30BAHRH CMOROOTCOCA,

8.4 Ilepen TeM xak MOArOTOBMTH CMIOHOOTCOC K pabore, yGeaurecs, 4TO YCHOBHA
OKpyXaIoiel CpeaN COOTBETCTBYIOT TPeOOBAHKAM HACTOSIIEH HHCTPYKIHH N0 NPUMEHCHHIO:

- Temnepatypa Tena nauuenta (B NOJOCTH pra): oT woc 32 Ao wmoc 42°C.,

- Temneparypa Bo3ayxa: ot wnoc 18 ao nmoc 25°C.

- OTHOCHTE/IFHAA BAAXHOCTD Bo3ayXa: ot 40 no 60% npu 25°C.

- ATMocdepHoe nasnenue: ot 84,0 no 106,7 Ila (ot 630 no 800 mm pr. cT.).

8.5 CmoHo00TCOC yCcTOHINB K Bo3AcHCTBHAM OHONOTHICCKHX KHAKOCTe! M BReneHutt Tka-
Helf opraHu3Ma, ¢ KOTOPEHIMH OH KOHTAKTHPYET B MPOLIECCE SKCTLTYATAIMH.

8.6 CmoHOOTCOC OTHOCHTCS K M3ACHAM OAHOPAICBOIO HCHOMBIOBAHHKA, NPSAHAZHAYCH IS
HHAMBHAYARHOIO NpuMEHEHNA. HICNoNb30BaHHOC H3/ICAHE MOBTOPHOMY NMPHMCHCHHIO HE NoANe-
AKHT,

8.7 Iocne AmATensHONo NpeSHBAHKA B YCOBHAX OTPHLIATENBHBIX TEMNCPATYP HEOOXOAMMO
BHACPXKATD C/MOHOOTCOC B TPAHCMOPTHON YNAKOBKE HE MEHES 4 Y B YC/IOBHAX HOPMATBHON
(xomHATHO) TeMTICpATYPHI.

8.8 Ilpu pabore cO CRIOHOOTCOCOM PEKOMEHAYETCS MPOBOAHTE MNPEABAPHTENBHYIO
SHTHCCNTHKY KOXKH pYK M WCNONB3OBATh CNCHMANLHYIO oOfexdy, o0yBb H CpeacTBa
HEAMBHAYANbHOI 3aMMTH PyK (IIEPUATKH), FAa3 (FAMMTHHE 0YKH HIH 3KpaH CTOMATONOrHYCCKUlt
JalMTHEN) H opraHoB ABXAHWA (MACKY WIM pPeCMpATOp) R/Wid ApYrHe CPEACTRa
HHAMBHAYANLHON 3AIIATH B COOTBETCTBHH ¢O CTAHZAPTAMH H MpaBdIaMH, ACHCTBYIONHMH B
neueOHO-NpodunaKTHYCCKOH MEAHIMHCKOH OpraHM3aluy.
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9 TPEBOBAHHA K TEXHHYECKOMY OBCJIYXKHBAHUIO H PEMOHTY ME-
AHITHHCKOI'O H3JAEJIHA

9.1 CmoHOOTCOC B MPOLECCE IKCIUTYATALMH HE NOAJICKHT TEXHHICCKOMY OOCIyXHBAHUIO,
BOCCTAHOBNEHUIO M peMoHTy. [locne MenonksosaHnA caiOHOOTCOC MoanexMT yrwimsanuy. [lo-
BTOPHOC HCIOB3OBAHHE SAMPCIICHO.
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10 TPAHCTTIOPTHPOBAHHE H XPAHEHHE

10.1 TparcnoOpTHPOBAHME H3NCAHA B TPAHCMIOPTHOH YNAKOBKE MOXKET OCYIIECTRILITHECH HKe-
NE3ROAOPOKHEIM, ABTOMOOHJIEHEIM, PEIHEIM H BOINYIIHEM BHIAMM TPAHCTIOPTA B KPEITEIX TPAHC-
NIOPTHHIX CPEACTBAX ¢ COOMOIEHHEM YCIOBHH B TpeGOBAHUIA, YCTAHOBACHHRIX ¥ AcHCTRYIOMMX Ha
COOTBETCTBYIOIMX BH/AX TPAHCIIOPTA: NPH TEMIICPATYPE OKPYXKAIOWIETO BO3AYXa OT MHHYC 50 Ro
nmo¢ 50°C u otHOCHTENBHO# BlaXKHOCTH A0 80% npu 25°C.

10.2 VenoBua XpaHCHHA CIOHOOTCOCA B TPAHCTIOPTHOH YNAKOBKS HA CKIAZIAX H3TOTOBHTE/S
(noTpeGHTeNs): NPH TEMITEPATYpPe OKPYRAIOMIETo BOJAYXS OT 1moc 5 10 wnoc 40°C H OTHOCHTENIb~
Hol BamxHOcTH 10 80% npu 25°C.

10.3 [Ipu TPaHCIIOPTUPOBKE M XPaHCHHH HeoOX0AMMO M36eraTh NPAMOro MONANAHNS COM-
HEYHRIX JTydelt, pusHicckoro Bo3acHcTBHA Ha H3ACIHE, KOTOPOE MOXKET NPHBECTH K NOBPEXICHHIO
YNAKOBKH HIH €€ COACPKHMOTO,

10.3.1 XpaHeHMHE CIOHOOTCOCA JOIKHO OCYIICCTRIATHCR BAAIH OT HATPEBATEABHEIX NpHGo-
POB, B XOPOIIIO BECHTHIHPYEMOM NOMEINCHHH, CYXOM, 3AIMHINCHHOM OT MPAMBIX CONHCYHBIX JTyueH
MecTe.

10.3.2 He pomycxaeTcs TPAHCTIOPTHPOBAHHS H XPaHCHHE CIIOHOOTCOCA COBMECTHO ¢ GeHau-
HOM, KCPOCHHOM, MAC/IAMH, KHCJICTAMH, LICJIOUAMH, PACTBOPHTE/IAMH H APYTHMH XHMHUCCKH K-
TUBHLIMH BELIECTBAMH, CTIOCOOHBIMM NMPHBECTH K Pa3pyHICHHIO YIIAKOBKH HIIH €€ COACPKUMOro.
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11 CBEJEHHA OB HCCJIEJOBAHUH HA XHBOTHBIX
11.1 HccneaoBaHHs Ha XHUBOTHRX He MPOBOAHIHCD.

12 CBEJAEHHA O MATEPHAJIAX YEJIOBEUYECKOI'0O NPOHCXOXIEHMA,
COAEPXAIIHECA B MEJAIIHHCKOM H3AEJIH

12.1 CmoBEOTCOC HE COACPAKHT MATSPHAJIOB XHBOTHOINO HITH HeNIOBEYCCKONO NPOHCXOKAE-
HHA,

13 CBEJEHHS O HATHYAH JEKAPCTBEHHHX CPEACTB B COCTABE ME-
JAHIHHCKOI'O H3AEJINA

13.1 CmoHOOTCOC HE COREPIKHT JICKAPCTBCHHEIX CPEACTB JUIA MeAHIHHCKOTO MPUMEHCHHS H
bapmauepTHUCCKHX cyOcTaHIMii,
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14 CBEJAEHHS O CTEPIIH3AIAH

14.1 Jaunoe TpeGoBaHHE He MPUMEHHMO, TAK KAK CIIOHOOTCOC HE SBISETCH CTEPHIBLHLIM H
HE JIO/DKEH I0/IBEPTATECH CTEPHIH3ALNN,
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1S IDPHHAJJIEXHOCTH, MEJRIHHCKHE H3E/IHA AWIH H3AE/IHS, HE
SIBJAIOIMHECA MEAHIITHHCKHMM, HO ITPEAYCMOTPEHHRAE /11 HCTIONIH30-
BAHHS B KOMBHHAITHH C 3AABJIEHHRIM MEJUIIHHCKUM H3AEJTHEM

15.1 TIpAHaANEXHOCTH OTCYTCTBYIOT.

15.2 Haaernms, He SBASIOMMACCS MCAULHHCKAMH, HO NPEAYCMOTPCHARS A HCTIONb30BAHHSA
B KOMOMHAIINH C 3aSBJICHHBIM MEAMLIMHCKHM H3AEIHEM, OTCYTCTBYIOT.

15.3 Meauuuuckre H3ACUA, PCKOMCHAYEMEIE JNIT HCMIONB30OBAHNA B KOMOHHALEN C 3a8B-
JCHHBIM MCIUEHHCKUM H3Je/HeM:

- CHCTEMA CTOMATOJIOTHYCCKAR ACTIHPALIHOHHAS (4CIHPaTOP CTOMATONOTHICCKMIA).

Cmonoorcoc coeauHseTcs ¢ TpyOKolt CHCTEME CTOMATONIOFHYECKOH acnupannonHolt (acny-
PaTopa CTOMATONIOrHYECKOI0) HANPAMYIO WIH Yepes nepexoanuk (anamrep) (prcyHok 8), ecan
TpyOKa CHCTEMBI CTOMATONOrHMuecKOH acTMpAIMORHON WMEEeT AHAMETP, OTIMYHBIA OT 6,5 MM,
Hanpumep, 11 MM (prcynok 8, a) unn 16 MM (pucysox 8, 6).

PucyHok 8 — [IpHcoeHHEUTENEHREE PA3MEPH TIEPEXOAHUKA (ANAMTEPA), PEKOMEHAYEMOTO A CO-
CIHHCHUS CTIOHOOTCOCA ¢ TPYOKOH CHCTEMBI CTOMATONIOTHYECKOH aCHPALHOHHOM (acNHpaTOpa
CTOMATOJIOTHYECKOrO), riie: a — Juamerp TpyOxn 11 mm; 6 — Huamerp tpybxu 16 MM
(aeofitiolt nepexoaHKk (ananrep))

TIpumevanue: Brewnuti 640 nepexodnuxa (a0anmepa) Moxcem omaunamsca om npedcmas-
AREHRO20 HA PUCYHKE 8, 6 3ABUCUMOCTIU OM NPOUFEOOUMENR.
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A Bunmanwe! Henonssyilite cioH00TCOC 8 MPOBENESHNS NPOLCAYPH, €CIH HA NTPHMEHE-
HHE CMOHOOTCOCE HET NPAMOro 3aNpeTa NMPOH3BOANTENCH CHCTEME! CTOMATONOTHICCKON acnHpa-
LMOHHOM (8CHMPATOPA CTOMATONOTHYECKOTO),

MeauuMHCKHE H3ACTHS, HCTIONB3YEMEIe B KOMGHHAIHH CO CIIOHOOTCOCOM, AOMKHE OTBEYATE
TpeOOBAHHAM COOTBETCTRYIOIMX CTAHAAPTOR, TEXHHYECKNX YCAOBHH WM APYTHX MPEIYCMOTPEH-
HBIX JOKYMCHTOB H JAO/DKHHE OHITH 3aperucTpUpoRaHE Ha TeppHTOpuH Poccuiicxoit denepamu B
nopaake, ycraHosneHHoM [Ipasurenscrsom Poccuiickoii ®eaepanun, yoTHOMOYCHHREIM UM deac-
PANBHEIM OPraHOM HCTIONHUTEABHON BAACTH, HIH 3aperucTpupoBaknl 8 Poccuiickoit deaepanun B
COOTBETCTBHH ¢ MEXKAYHAPOAHKIMH AOTOBOPAMH H 8KTaMH, COCTARIAIOIMUMH NpaBo Espazniickoro
IKOHOMHYCCKOTO COI038, COTMACHO YaCTH 4 cTaThi 38 DeacpansHoro saxona ot 21.11.201 1 Ne 323-
®3 «O6 ocxoBax 0OXpaHH 3710poBba rpakaaH B Pocchiickoti denepawpun».
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16 TPEBOBAHHS YTHIH3AIIHK H OXPAHK OKPYXAIOIMEH CPEJR

16.1 CmronooTcoc HeOOXOAHMMO YTHIMIMPOBATH Hanbonee Ge30NacHRIM CnocoGoM B COOT-
BCTCTBHH ¢ HOPMAMH MECTHOIO 3aKOHOAATE/IHCTBA N0 YTHIH3AWWY MCTHIWHCKHX OTXOHOB.

16.1.1 Vraausauusa cMOROOTCOCS HA TeppuTopHH PO A0MKHA OCYMECTRASTECA B COOTBET-
CTBHH C NpaBHAAMH cOopa, yuéTa H yTHNH3AIWY, YCTAHOBICHHKIME YTIONHOMOYCHHRIM (enepans-
HHM OpraHOM HCIIONHHTENbHOH BiacTH, npexycmoTpenusiM CanlluH 2.1.3684-21 «Canurapro-
SMHACMHONOIUSECKHE TPEOOBAHHASA K COACPRAHMIO TEPPHTOPHI FOPOACKHUX H CENBCKHUX NoceNieHui,
K BOAHEM 00beKkTaM, MHTHEBOH BOJIC M MHTHEBOMY BOAOCHAGKEHIMIO, ATMOCHEPHOMY BO3AYXY,
TIOYBAM, XHUITHM NOMEIIECHHAM, SKCIUTYATAIMH NMPOM3BOACTBCHHNX, O0IMECTBCHHBIX NOMeINcHUH,
OpraHU3ALMH H MPOBEACHHIO CAHHTAPHO-NPOTHBOANHAEMHYECKHX (NPOPHAAKTHYCCKHIX) MEPONpPH-
ATHID.

16.1.2 Cornacuo CanlluH 2.1.3684-21 cmoHOOTCOC NOC/E MCTIONL30BAHHAS N0 HAZHAYCHHIO
OTHOCHTCA K Knaccy b — amHaeMHOnOrH4ecky ONacHBIM OTXO0/aM; HEHCTIONL30BAHHEIN CIOHOOT-
COC, B CJTyMagX HCTCUCHNS CT0 CPOKA NOAHOCTH (XpaHEHHR) W/IIH HAPYILeHHs LCIOCTHOCTH IPyIi-
noBoH NOTPeSUTENBCKOH YNAKOBKH H/WIA RANHYAS NOBpeXACHNN, CBHACTERBCTBYIOMMEX O HEBBI-
NONHCHMH NMPEAYCMOTPEHHOrO HAIHAYEHHS, OTHOCHTCS K KIacCy A — SMHACMHONOrHYecKH Gea-
ONACHKIM OTXOJAM, MPHOMIDKCHHBIM N0 COCTABY K TBEPIKIM KOMMYHABHEM OTXOHAM.

16.1.3 Tepen yrumasauueli MeAnIEHCKEE OTXOMN knacca B nomnexar obasarensHoMy obes-
3apaxHBAHHIO (0Be3BpERHBAHMIO), NesHHbexin B cootrercTRim ¢ CanlTuH 2.1.3684-21. BuGop
MeTofia o0essapakuBaHna (06e3ppekMBaHHA) ONpeSeaSeTC HCXOAS H3 BOIMOXHOCTEH OopraHpsa-
LM, OCYIIECTBASIOMEH MEAHLMHCKYIO ACATEEHOCTD, H ONpeAcnseTcs: NpH paspaboTke cxeMu o6-
paIcHNS ¢ MEAHLUMHCKAMM OTXOAMH, paspaGoTaHHol B cooTseTcTBHH ¢ TpeOopannaMu CaulluH
2.1.3684-21, B KOTOpOIt ONpefie/icHH OTBETCTBCHHEIE 32 O0pallicHHe ¢ MEIHUMHCKMMHA OTXOAAMH
paGoTHHKM H npoLeAypa o0paleHts ¢ MEAHIMHCKMMH OTXOJI8MH B ARHHOH OpranmsaluH. B ciry-
9ae OTCYTCTRHS B OPraHH3ALMM, OCYICCTBANIOMEH MEANITAHCKYIO AESTENHHOCTD, YUACTKA IO 06€3-
3aPAKHBAHNIO (00e3BPEKHBAHMIO) MEAMLMACKHX OTXOROB Kiacca B WM LECHTPanH3OBaHHON CH-
cTeMH 00e33apaxuBanid (00c3BpeKHBAHNA) MEANIHHCKHX OTXOJOB, MPHHATOH Ha AAMMHHCTpPA-
THBHOH TePPHTOPHH, MEAHLIMHCKHE OTXONH Knacca B oGeszapaxusalorcs (06e3BpexuBalOTCs) pa-
GOTHHMKAMH JAHHOH OPraHM3aIMM B MECTaX UX 00pasoBaHHs.

16.2 VTunmusanus MPOBORHTCA B COOTBETCTBHM C MPABIWIAMH, AcHCTBYIOIHMMHE B CTPaHE NPH-
MCHCHHAS HA MOMCHT YTHIN3aLHH.
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17 OCHOBHBIE PE3VJIbTATH AHAJIN3A H YIIPABJIEHMS] PHCKOM

OTueT 0 MpOBEACHHM 8HANN3E PUCKOB MpHBe/CH B Buinucke U3 rexnnteckoro ¢aiina Ha Me-
IMUMHCKOe u3fienne CmonooTcoe croMaTonornueckuii ognopasosuii OCCIDENTAL, B papuan-
TAX MCTIOMHEHMUA,

Ananus puckos nposoguics Ha ocHose DIN EN ISO 14971:2022 (ISO 14971:2019) «Hzne-
NHA MeAHLIMHCKKE. TIpHMCHEHHE MeHEUKMERTA PHCKA K METHIMHCKHM HIACIMAM.

IpowssoauTeseM COCTABIICH NEPCueHb H3BECTHHIX B MPOTHOSHPYEMBIX OnacHocTei, nocue-
JOBATEALHOCTE COORITHI H ONACHBIX CHTYaLMi, NPOrHO3HPYEMBIX MOCACACTRAMN, CBA3AHHEIX C IpH-
MEHCHHEM CIIOROOTCOCE, ONPERENCHN B3AHMOCBAZH MEXKAY HHMH H PHCKH st KaxaoH onacHoi
CHTYaLMH.

PaccMOTpeHE! W OLIEHEHE! OCTATOUHBIE PHCKH BCEX ORACHOCTel M ONACHRIX CHTYauMii, HH
OXHA M3 ONACHOCTEli He OCTANACH 38 MpeAenaMu anammsa prcka. TloaHora ynpaBaeHHS PHCKOM
NOXTBEPEKACHA KOMHCCHEE, cocToamei 3 KBANHHIMPOBAHHOTO TEXHHYECKOIO NMEPCOHans.

B pesynpTaTe AHAMH3A PHCKOB BHABICHO 20 NPOrHO3HpYEMEIX ONACHEIX CHTYaLHH, PHCK BO3-
HHKHOBEHHA KOTOPHIX ABIACTCS AOMYCTHMBIM.

TIporeaeHHEIN AHAJIM3 BOKA34M, YTO OCTATOUHLIH COBOKYTHKH PHCK MEIHLHHCKOIO H3CIHA
SB/IACTCA AOTYCTHMEIM,
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18 CBHAETEJLCTBO O NIPHEMKE

Cmonootcoc cromaronornuecxuit ogHopasossiit OCCIDENTAL, B BAPHAHTAX HCTIONHESHHS

BapHanT ucnonHeHna

Koz naprun

NPHHAT B COOTBETCTBHH ¢ OOR3ATENEHHME TPeOOBAHHAMH TOCYABPCTBEHHHX CTAHAAPTOB,
AciicTyiomielt Texnuueckoit JOXYMCHTALIMH R IPH3HAH NOARBIM U1K XCILTYATALHH.

Tipeacrasurens OTK

(maaaas DoANBCE) (pacIIBGPORKS NOATMNCH) (nara)
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19 CBHAETEJIbCTBO OB YIIAKOBRIBAHHH

CmoHooTcoc cromaTonoruueckuit ognopasoputt OCCIDENTAL, B BapHAHTAX HCTIOTHEHHA

BapHaHT HCNONHERHA

Kon naptumn

yNaKkoBaH Ha MPEeARpHATHH-U3roToBHTENE Jiangsu Yabaobao Medical Instrument Co., Lid.
(Hasncy S6aobao Mepukan Uncrpymert Ko., Jita.) cornacHo tpeSoBaHmsM, npefycMOTPCHHEM
B AcHcTByiomel TeXHUIeCKOH JOKYMCHTALMH,

VYnakoBKIBaHHE MPOU3BEN

(TEIHAY DOANACE) (pacungposka NOAINCH) (nnta)
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20 CBEJAEHHA O PEKJIAMAITHAX

IIpeTeH3HH B a7peC HITOTOBHTENA WM YNIONHOMOYECHROrO npeacrasureas B PO npeacrae-
ASIOT MPH HECOOTBETCTBHM MOCTABAAEMOIO H3JICHA, €TI0 YNAKOBKH, MAPKHPOBKH H KOMILICKTHO-
CTH TpeGOBAHHAM CONMPOBOAMTENbHOH JOKYMEHTALMN, B TeUCHMe 60 el CO NI NOCTABKY H3jie-
17 8

Bce npeasABICHHBIC PEK/IAMALIAN JODKHB PEFUCTPHPOBATHCA NPEATIPHATHCM-HITOTOBHTC-
JieM HIH YTIONTHOMOYCHHEIM TpeacrasureneM B PO u copepkars CBEACHUA O MPHHATHIX Mepax.
CeencHns 0 pexnamManmax Gukcrpylores B tabnuue 5.

Cpox paccMOTPEHHA PEKIAMALINH H3TOTOBHTEJICM HIH YNIOTHOMOUCHHKIM TIPEACTABHTEIIEM B
P® - 1 (onan) Mecq1l co AR NONYUCHHS PEKIAMALIHH.

O npunaTHIX Mepax MHCEMEHHO coolmaeTca noTpeburemo.

Jins onpenencHus NPHYHH HECOOTBETCTBHA NOCTARSCMOTO H3ACHA, €10 YNIAKOBKH, MAPKH~
POBKH M KOMILICKTHOCTH TPeGOBAHHAM CONMPOBOAHTENBHOH JOKYMCHTALMH HEOOXOHHMO COCTa-
BHTb 4KT, B KOTOPOM AO/DKHH GHTH YKAAHEL:

- HAHMCHOBAHNC, BADHAHT HCTIONHCHHS H KOJ IAPTHM M3JCIRA;

— JIATA MIONYYCHHA H3ACAHS ¢ TMPEANPHATHA-MNOTOBUTCNS WIM OT YRONHOMOYCHHOIO

npeacTaBuTet B PO 1 HoMep AOKYMEHTAS, IO KOTOPOMY OHO NMONY4€HO;

= JeTaJbHOE ONMHCAHWE HECOOTBETCTBHS;

= MpeANonaracMas NPUIHHA HEMPHTOAHOCTH M3ACIHS K SKCILTYATALIMH H T.J.

TpeanpHATHE-H3rOTOBATENS WM YIIOJIHOMOYEHHEIA npeacTasuTens B PO npusuMacT pexna-
MALIHIO, €C/IH He YCTAHOB/ICHA BHHA MONYYATE/IA B BOSHNKHORCHUH AiedekTa B MIACTHH.
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HHCTpYKIMA MO NPHMEHEHHIO
Bepcus: 1.1

Tabnuua 5 — CreaeRns o pexnaManuax
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21 TAPAHTHH H3T'OTOBUTENA

21.1 HM3roTOBHTEND rAPAHTHPYET COOTBETCTBHE H3ACANA: CMOHOOTCOC CTOMATONOTHYCCKHUA
oaHopasosiiti OCCIDENTAL, B BapHaHTAX HCTIOJHEHHA 3aSBREHHHM B JOKYMCHTALMH NOKA3ATE-
JIAM KAYECTBA M XapAKTCPUCTHKAM NPH COOMORSHUH MOTpeOHTeIeM YCIIOBHIE ¥ MPABAN TPAHCNIOP-
THPOBAHHS, XPAHCHHSA H SKCIUTYATALIHH B TCUCHHC BCCIO CPOKA MNOMHOCTH (XPAHCHHS) HIACIHA.

21.2 H3roToBHTENH HE HECST GTBETCTBCHHOCTH 38 CTyuaiiHEe MM KOCBeHHEE YOHTKH,
ymiepl WM pacxonl, NPAMO HIH KOCBCHHO CBA3AHHEIE ¢ HCTIONB30BAHMEM ARHHOTO HIASIMA.

MI3roTOBHTEND HE HECET OTBETCTBCHHOCTH B OTHOUICHHM H3lenni, NOABEPracMHX CTEPHIH-
3alAW AW NOBTOpHOH 00paboTke, HCMONBIYEMEIX NOBTOPHO, MOABEPracMuIX BO3ACHCTRHIO KiH-
MATHYECKHX M MCXAHHYECKHX (PaXTOPOB NpPH TPAHCTIOPTHPOBRHUH K XPAHEHHH, OTIMYHBIX OT YK&-
38HHHIX B AOKYMCHTALHH M3TOTOBUTENA, H HE AACT HUKAKHX IapaHTHi, ABHLIX WK NOAPAsyMcBac-
MBIX, BK/IIO4as, IOMHMO BCETO TPOYETo, FapAHTHM KOMMEPHCCKOTO KAYCCTBA H NPHIOAHOCTD IS
HCTIONB30BAHMS N0 HASHAYMCHHIO B OTHOLICHUM TAKMX H3ACHHH.

21.3 DapanTuiinbii cpok XpaHCHHS CRICHOOTCOCA — 3 IOl ¢ AATH H3TOTOBJICHHS,

ITpumevanue: I'apaumuiinmiii cpox SKxCARyamayuu ne YCManagrueaemcs 6 6udy oOxoxpam-

HOCMYU NPUMEHEHUS USOCTUR.
Veamaemuie HOKynaTens!
Tpu noxynke yGeauTech B TOM, 9TO NPOJABEIL NOJHOCTHIO 3ANONHUN MAPAHTHHHLIN TANOH H
MOCTABHJI IEYATE.

Coxpansiite rapaHTHIHEI TAIOH B TCHCHHE BCETO FAPAHTUHHOIO CPOKA.

B ciyuae ecnH H3AENHE HE COOTBETCTRYET TpeOOBAHUAM, NPHBEACHHLM B BHNHCKE H3 TeX-
Hugeckoro dalina Ha MeaMMHCKoe H3AeIHe CMOHOOTCOC CcToMaTonorHYcckuii onropasoskiti OC-
CIDENTAL, B BappaHTax HCTIONHEHHA, B rapaHTHiiHNI nepuos, oOpaTHTECH k MPOAABLYY.

lapanTuiinbiit cpok HIACAHA YKa3aH B HHCTPYKIIHH NO NPMMEHEHHIO ¥ HCYHCIACTCA ¢ AATH
ero usroronnenud, [Ipy oGHapyXKeHWH HECOOTBETCTBHA H3ACHHA TpeOOBAHWAM, NPUBEACHHEIM B
Bunucke u3 Texaudeckoro gatina Ha MeanuHcKoe H3AcaHe CMOHOOTCOC CTOMATONOrHYSCKHH
oaHopaszosruii OCCIDENTAL, B BapBaHTax HCIONHEHHA, MOKYNATE/O rapaHTHpPYeTC OOMEH Ha
aHAOTHYHHH TOBAp HANICKAIICTO KAUCCTRA B TCUCHHC rapaHTHITHOIO CPOKA.

ITporsBOANTEND OCTABIACT 33 cOOOMH MPaBo 0TKA3A NO FAPAHTHHAOMY O0A3ATEIILCTBY B CITy-
uac HecOOMOACHHS HANOXKEHHBNX HIKE YC/IOBHH rapanTHu:

- lapanmia jgeficTByeT TOABKO NPH NMPABHIBHOM H JETKOM 3AIIOJHCHWH rapaHTHHHOIO Ta-
JIOHA C YKA3AHHEM HATH MPOJAXKH, UeTKoH neuaTsio GupME-NpoAaBIA.

Hanenue CHUMAETCS ¢ rapaHTHAHOrO OOCTYXUBAHKA B CTy9asx:

— Ecan rapaHTHliHHI TANOH He NPEAOCTARNCH HIH HHGOPMALIMA B HEM HENONHAR, Hepas-
GOpuNBag HIH COACPXHT HCTIPABJICHNS.

— Hecopnaaenus KoAa NapTHH M3ACHHA C TAPAHTHIHKIM TaNlOHOM.
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®OPMA TAPAHTUHHOT'O TAJIOHA
HQ 3aMERY 8 MeNeNe 2aPANNIHINO20 CPOKA

Cmonootcoc croMaTonornaeckuit oguopasoshiti OCCIDENTAL, B BapHaHTax HCNIONHEHHS

BapuaHT ucnonxHeHus

Koa napruu

Iprobperen

(0ama, PodNNCH 3 KMAMR NOXYNAMEAR)

Mponasen,

{(nodnuce, nevams)
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OOCCIDENTAL

WHCTpYKUMA Mo NPpUMEHEHUIO
Bepcua: 1.1

22 MEPEYEHb HAUWMWOHANBbHbBI X U MEX AOYHAPOAOHbBLI X HOPMATWBHBbBI X

OOKYMEHTOB/CTAHAOAPTOB

O603Ha4eHne
Civepa HauMoHanbHOro (Mnm
MeXAyHapoaHOoro)
NPUMEHeHMA
cTaHAapTa (AOKYMEHTa) B
CTpaHe WU3roToBuTeNs
PernameHTbl (EC) 2017/745
3Tnketkal/ ISO 15223-1:2021
MHCcTpyKLMA no
NPUMEHEHMIO
ISO 20417:2021
Cepua cTaHfapTOoB
. ISO 10993
Buonormnuecknmn
KOHTPO/1b DIN EN I1SO 7405:2019
(1SO 7405:2018)
Puck DIN EN 1SO 14971:2022
MeHeIKMEHTA (1SO 14971:2019)
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HanmeHoBaHMe cTaHAapTa
(AOKYyMEHTa)

PernameHT EBponenckoro napnameHTa un Co-
BeTa OoT 5 anpens 2017 r. 0 MegULNHCKUX n3e-
nnsax (MDR)

M3pgenua megmunHckme. CUMBOJIbI, NMPUMeHse-
Mble MPU MapKUPOBaHUUN MELNLUNHCKUX U3fe-
NV, Ha 3TUKETKaxX 1 B CONPOBOANTENLHOM [0-
KyMeHTauuun. Yactb 1. OCHOBHble TpeboBaHUSA
M3pgenua megmunHckme. MHhopmayms, npego-
CTaBnsiemMast N3roToBUTENEM

OueHKa 61M010rMyYeckoro AecTBua MeguLLMH-
CKUX n3nenunii

CtomaTtosiorusi. OugHKa 6100 MYeCKO CoB-
MECTUMOCTU MeAULIMHCKNX U3AENWIA, UCMOSb-
3yeMbIX B CTOMAaTO/I0r K

MN3penna meguumuHCcKme. NpuMeHeHne MeHemX-
MEHTa PUCKA K MEAULMHCKUM U3LENTUAM
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CBHETEJILCTBO

KCCMT (Karaficknf coser no conelicTamo

Kuraficxait coser 1o coReiicTaino MexIyRapOmot

Tucuenas neusts: Ceprapuxainia
Kuraiicxuit copet no cogelicTamo Mexayrapoasoi Topronne (37)

Kurafickiit copet 1o CORCHCTRHIO MCKRYBapOAHON TOProBie
Mexaynapoanas Toprosas nanara Kuras
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KCCMT (Kuraficxutt coper no
COReHCTBHIO MEXTYHAPOAHON TOProBe)

Kuraiickuii cober no coacHicTRIO MEXAYHapoHOH TOproene
Mexaynapoasas Toprosas nanara Kuras

02545240

/QR-x00/
M 243301A0/017300

CBHAETEJILCTBO

HACTOALIMM VAOCTOBEPAETCA, YTO neuars kounannM «Lasxcy J6ao06a0 Meauxan HrcTpyMeHT
Ko., Jita.» («Jiangsu Yabaobao Medical Instrument Co., Ltd.») na npunaracsom JOKYMEHTE snnserca
NOMIHHHON,

Haxnaauas sewsts: CEPTHOHKALINA
Kurraticxadi coper nio coaeficTaino Meaxaynapoasoii Toprosae (37)

Heuars:

«CEPTHOUKALUA / KCCMT/
Kuratickuit copet no coaclicTamo
MeXAYRapoaHoit Topropne (37)»

Kuraticknit copet no coneficTnHIo
NCXRYRSPOAROH TOPTORNe

VIOAHOMOYEHHOS JHIIO: /noonucy’
Uoxan Illaos

Hara: 27.11.2024
(Hara: 27 nosbpa 2024 1)

Caitr ans nporepxu cauaeTenscTea: hitp://www.rzccpit.com/validate.html
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VYreepxacho «Laancy A6a06a0 Meamxan Hactpyment Ko., Jira.»
(«Jiangsu Yabaobao Medical Instrument Co., Lid.»)
3axoHHRIil NpeACTABHTENS, FCHEPATLHEIN ARPEKTOP

dlodnuce/ Kenun Ixoy (bxoy Lizaxyn)

Toasmcy B BewTS

423» nogbips 2024

Iewats: «Lzmcy A6ao6a0 Meamxan Hactpyment Ko., Jha»
(«Jiangsu Yabaobao Medical Instrument Co., Ltd.») / 3211820949265»

HHCTpyRIS 10 NPHMEHESHHIO HA METHITMHCKOS H3C/IHC
CJIOHOOTCOC CTOMATOJIOTHYECKHI OTHOPA3OBBIM
OCCIDENTAL, B BAPHAHTAX UCIIO/IHEHH S

| Bepeis zoxymesra Onwcanme Jlara
1.1 Hauannuas sepcus 23 nosbpa 2024

Hewars: «CEPTHOHUKALIHA / KCCMT / Kuraitcxuil coBeT 10 coneHicTRHIO MEXIYHAPOAHOH
Toproaae (37)»

/TexcT AYGIHPYCTCR HA PYCCKOM S3BIKe/
Jlororun OKCHUAEHTAJI (OCCIDENTAL)
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A, nepesogunk denotos AHgpein KOpbeBnY, BNagetonini pAXOHM. aHTIMACKNX N KATaACKUM

A3brncamu, NoATBEPXKAatko, YTO BbLLIO/THEHHbI MHOO nepesoa NPKAOXEHHOTIO ACANTNEATa ABNAETCA
npaBUJIbHbIM, TOYHbIM W MOJIHbIM.

Poccuiickas Pegepauns, CaHKT-INeTepéypr.

TpeTbero gekabpsi ABe TbiCAYM ABaALATb YETBEPTOro roja.

A, Ob6oneHueBa Onbra BsuecnaBmka. BOTApHYC HoTe>ManbHOro okpyra CaHkT-IeTepbypr,
CBUAETENbCTBYI0 MOA/MHHOCTL nmognucy nepeBogyMka denotosa AHApea HOpbeBuya. Moanuch
caenaHa B MOEM MPUCYTCTBUMN.

JINYHOCTL noanncaBlLEro AOKyMeHT yCTaHOB3€EBa.

3apeructpmupoBaHo B peectpe 3a Ne78/342-h 75-2024 Yy b

YnnayeHo 3a COBEPLUEHME HOTapuanbHOro agelicteHa: 600 py6.

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



NTOIo 8 HACTOALLEM AOKYMEHTE

HOTAPUNYC,

0]
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Poccuiickas ®egepaumnsa
CaHkT-leTepbypr
MaTtoro gekabpsa ABe ThicAYM ABajLaTb YeTBEPTOro roja

A, KysHeuoBa EkaTtepuHa BnagumMupoBHa, BPEeMEHHO WCMONHAKWaA 0683aHHOCTH
HoTapuyca HoTapuanbHoro okpyra CaHkT-lMeTepbypr OneHeBoii EneHbl HWKoNaeBHsI,
CBUAETENbCTB}TO BEPHOCTb KOMWUU C MPeAcTaBeHHOro MHe AOKYMEHTA.

3aperucTtpupoBaHo B peectpe: No 78/357-H/78-2024-22-649.

MpoWwnTo, NPOHYMEPOBAHO M CKPEN/EHO nevaTtbto 95 (AeBSHOCTO MATb) NINCTOB.

E.B.

"ScrTmec’
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