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INSTRUCTIONS FOR USE
Shield-stretcher immobilization
TD010162-A

1 GENERAL INFORMATION

This operational document contains a general and technical description of the medical device, the
procedure for use.

1.1 Name of the medical device
Immobilization shield-stretcher TD010162-A (hereinafter referred to as the stretcher).
1.2 Composition
Immobilization shield-stretcher TD010162-A, consisting of:
1. Immobilization shield-stretcher -1 pc.
2. Set of fixing belts for stretcher -1 set, consisting of:
2.1. Fixing belt for stretcher - 3 pcs.
= 3. Head retainer (for adults) consisting of:
I 3.1. Head retainer -1 pc.
3.2. Set of fastening belts for head retainer -1 set, consisting of:
3.2.1. Fastening belt for fastening the retainer to the stretcher - 8 pcs.
3.2.2. Long fastening belt- 2 pcs.
3.2.3. Short fastening belt - 2 pcs.
4. Instructions for use -1 copy
1.3 Information about the manufacturer of the medical device
Zhangjiagang Tengda Machinery Manufacturer Co. Ltd, China.
Legal address: No.3 District, Changyinsha Farm, Zhangjiagang, China.
Production address: No.3 District, Changyinsha Farm, Zhangjiagang, China.
1.4 Authorized representative of the manufacturer in the Russian Federation

JSC METALKHIMKONTRAKT

Legal address: 129085, Moscow, internal territory of the city. Municipal District Ostankinsky,
Godovikova Street, house 9, building 13, entrance/floor/room/office. 13.24/3A/3A.2/3A.2.1-3A.2.7

Phone:+7 985 776-40-68

E-mail; mtihct@mail.ru

For questions about the quality of the medical product, please contact the authorized
representative of the manufacturer
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INSTRUCTIONS FOR USE

Shield-stretcher immobilization
TD010162-A

1.5 Purpose of the medical product

The stretcher is designed to provide immobilization and transportation of patients with injuries to
the back, cervical spine, upper and lower extremities.

1.6 Operating principle of the medical product

The rigid design of the stretcher, a set of belts and a head retainer ensure reliable immobilization,
which prevents the displacement of broken vertebrae in case of spinal injuries. Thus, preventing
compression of the spinal cord or its repeated trauma during transportation, as well as damage to
the vessels of the spinal canal and the formation of hematomas. For this purpose, the patient is
placed on a stretcher.

1.7 Conditions of use

The stretcher may be used in medical organizations of any focus, outside medical organizations,
including ambulance and emergency medical services, rescue services.

1.8 Potential consumers
The stretcher is intended for use:
- by medical workers of any qualification who have undergone appropriate training;

- rescue service workers admitted to providing primary health care, including primary pre-medical,
primary medical and primary specialized care and who have undergone appropriate training.

1.9 Scope

The stretcher is intended for use in traumatology and orthopedics, as well as emergency, including
emergency specialized, medical care.

1.10 List of indications and contraindications for use, expected and predictable side effects,
residual risks associated with the use of the medical device for its intended purpose

1.10.1 Indications for use

Need to immobilize the injured or diseased part of the patient's body.
1.10.2 Contraindications for use

No known contraindications have been identified within the established purpose.
1.10.3 Expected side effects

No side effects have been identified within the established purpose.
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INSTRUCTIONS FOR USE

Shield-stretcher immobilization
TD010162-A

1.10.4 Residual risks associated with the intended use of the medical device

Before the stretcher was manufactured and placed on the market, the manufacturer conducted a
risk management process analysis. The analysis showed, at a minimum, that:

- Risk management was carried out in accordance with the plan;
-The overall residual risk is acceptable or absent;

- Appropriate methods are used to obtain the necessary production and post-production
information.

All residual risks were assessed from the "Risk<Benefit" perspective. Aii necessary safety
requirements and precautions are specified in the relevant sections of the operatine
documentation.

1.11 Symbols used

The following symbols are used to attract attention:

- important information sign

O - asign prohibiting certain actions or manipulations

sign indicating mandatory safety requirements
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Shield-stretcher Immobilization
TD010162-A

2 CLASSIFICATION

ATTENTION! This section has been harmonized taking into account the requirements
of the current Russian legislation and applicable standards

2.1 General classification

Class depending on the degree of potential risk of use for medical purposes, in accordance with the
order of the Ministry of Health of the Russian Federation dated 06.06.2012 No. 4n -1.

Type in accordance with the nomenclature classification of medical devices by type -149360 "Back
immobilization board"

2.2 Classification according to GOST 1SO 10993-1

Stretchers are medical devices for short-term contact with the surface of intact and / or damaged
human skin.

2.3 Classification according to GOST R 50444
Stretchers are not electrical products.
Stretchers, depending on the perceived mechanical effects, belong to group 5.

Stretchers do not have a classification according to GOST 15150 - their own values established.
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3 INFORMATION ON STERILITY, PRESENCE OF MATERIALS OF ANIMAL AND/OR HUMAN
ORIGIN, PRESENCE OF DRUGS AND/OR PHARMACEUTICAL SUBSTANCES

3.1 Information on sterility

The stretcher is a non-sterile medical device.

32 Presence of materials of animal and/or human origin

The stretcher does not contain materials of animal and/or human origin.
3.3 Presence of drugs and/or pharmaceutical substances

The stretcher does not contain drugs and/or pharmaceutical substances.
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Shield’Stretcher immobilization

TD010162-A
4 SAFETY REQUIREMENTS AND PRECAUTIONS
4.1 General safety requirements
A Before using the stretcher, it is necessary to study the operating documentation.

A Personnel using stretchers must be physically fit.

The stretcher is designed to be carried by two or more people.

-V Prolonged and/or continuous exposure of the stretcher to heat, flame or flammable
A substances should be avoided.

Do not leave a victim on a stretcher unattended.

>

Any modification of the stretcher is prohibited.

@)

Any repair of the stretcher is prohibited.

Use of stretchers other than for their intended purpose is prohibited.

The use of stretchers is prohibited if there are any visible defects.

It is prohibited to load the stretcher more than the established value.

The use of stretchers for carrying by one person is prohibited.

©O O O OO0
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4.2 Requirements for safe installation

A Before starting transportation, make sure that the patient is fastened with a set of
belts.

Before starting transportation, make sure that the patient's head is fixed.
It is prohibited to use belts and fasteners other than those supplied.

4.3 Requirements for biological safety

The disposal of the stretcher must be carried out in accordance with the rules and
requirements in force at the time of disposal, including the requirements of local
organizations and the disposal regulations In the given region.

After each use, the stretcher must undergo a cleaning and disinfection procedure |
accordance with the instructions in the operating documentation.

4.4 Safety requirements and precautions during operation

Before each use, it is necessary to check the integrity of the stretcher and the entire

> > »» I O

Do not use stretchers for permanent immobilization.

N The position of the patient and the stretcher must be monitored throughout the entire
A ' transportation period.

4.5 Safety requirements and precautions for cleaning and disinfection

When carrying out cleaning and disinfection procedures, personnel must wear gloves.
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5 DESCRIPTION OF THE MEDICAL PRODUCT

The stretcher is a plastic board with holes around its perimeter. The holes have a dual purpose: they
are used as handles for carrying, as well as for attaching belts and fixing the patient.

Figure 5-1 - stretcher

The set of fixing belts for the stretcher consists of three belts, each of which is equipped with a

fastex type fastener with the ability to adjust the length of the fixing belt on the side of the "trident"
part of the fastener.

The design of the handies allows you to easily lift the stretcher with the victim from the surface. The

handles are easily accessible and provide safe support when lifting, lowering and carrying the
stretcher.

The patient is fixed on the stretcher using fixing belts.

The head retainer is a base to which two side supports with holes for examining the patient's ears
are attached. The head retainer is fixed to the stretcher using the complete fixing belts for the
retainer. The long fixing belt is equipped with a soft lining for the forehead. The shape of the side

supports of the head of the retainer provides effective immobilization around the ear and other
areas of the head, limiting unintentional destabilization.

Figure 5-2 - Head retainer (for adults)

The materials used to manufacture the stretchers allow them to be used when it is necessary to
perform radiation diagnostics without moving the patient.
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Shield-stretcher immobilization
TD010162-A

6 OPERATING, TRANSPORTING AND STORAGE CONDITIONS
6.1 Operating conditions
The stretcher must be used indoors and outdoors under the following conditions:
-ambient air temperature from minus 20 "Cto 70 “C
-relative humidity up to 100% at 25 T
6.2 Transportation conditions

The stretcher must be transported in the manufacturer's transport packaging under the following
conditions;

-ambient air temperature from minus 40 "C to 40 “C
-relative humidity up to 95% at 25 "C
6.3 Storage conditions

The stretcher must be stored in the manufacturer's transport packaging in a place protected from
moisture under the following conditions:

-ambient air temperature from minus 10 Tto 25 X

- relative humidity up to 60% at 25 X
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7 TECHNICAL SPECIFICATIONS

7.1 Overall dimensions
Table 7-1
Component
Stretcher

Fixing belt for stretcher
(excluding fastex)

Head retainer (for adults)

Fastening strap for attaching the
retainer to the stretcher

Fastening strap for the retainer
short

Fastening strap for the retainer is ong:
Strap
Forehead pad

7.2 Weight
Table 7-2
Version
Stretcher

Head retainer (for adults) included
Set of fixing straps for stretchers

Set of fastening straps for head
retainer included

7.3 Strength characteristics

Maximum patient weight - 160 Kkg.

Length, mm
1830420

1935£20

400+20

250+15

675+20

770£20
225+20

Nominal load on one carrying handle, kg-40 kg

Tear strength of the fixing belt-not less than 1600 N
Fixing strength of the fixing belt buckle - not less than 700 N

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

435+15
50+20

250+15

Weight, kg
7+0,5
0,9+0,15
0,30+0,05

0,22+0,05

INSTRUCTIONS FOR USE

Shield’Stretcher iminobilizatlon

Height, mm
6015

Not applicable
16015

Not applicable

Not applicable

Not applicable
Not applicable
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Shield-stretcher immobilization
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7.4 Other characteristics

Total number of carrying handles - 21 pcs.
Number of carrying handles on each side-10 pcs.
Carrying handle on the foot side - 1 pc.

Radiolucency - the material of the stretcher corresponds to an aluminum sheet no more than 15
mm thick in terms of X-rav absorotion
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INSTRUCTIONS FOR USE
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8 OPERATION OF THE MEDICAL DEVICE
Remove the shipping packaging.

Check the appearance and completeness. The surface should not have any mechanical damage,
contamination, or damage to the structure of the materials.

/\ It is recommended to thread the fixing set of belts in advance, visually dividing the
/ »\ stretcher into three equal parts.

It is recommended to secure the head retainer to the stretcher in advance using a short
A fastening strap attached to the fastening strap for securing the retainer to the
stretcher.

A patient with a cervical spine injury should be transported in a supine position. In case
of a thoracic or lumbar spine injury, the usual position of the victim is on the back; if

O indicated, transportation on the stomach is possible. To avoid displacement of
vertebral fragments and additional damage to the spinal cord, the patient should not
be transported in a lateral position.

Lift the patient and carefully transfer him to the stretcher, this must be done in one go. If the cervical
spine has not been immobilized beforehand, it is necessary to immobilize the victim's head with a
head fixator. Make sure that the patient's legs and pelvic bones remain in the same position relative
to the torso.

Position the patient exactly in the center of the stretcher. If the patient is over 185 cm tall, the
patient's feet are allowed to hang over the edge of the stretcher, the head should not hang down.

Secure the patient to the stretcher with fixing straps, threading the straps through the holes in the
shield and then fixing them.

Itis recommended to control excessive force when tightening the fixing straps in order
A to avoid compression or the formation of pressure ulcers.

if the patient is not sufficiently (weakly) fixed, the immobilization effect may not be
O effective.

Transport the victim.

After use, clean and disinfect the stretcher.
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9 CLEANING AND DISINFECTION

9.1 Cleaning

Itis allowed to clean the stretcher (the entire composition) with any detergent with a neutral pH,
with the exception of abrasive ones.

Itisallowed to immerse the stretcher in water and cleaning solutions with a detergent with a neutral
pH with the exception of abrasive ones.

After cleaning, the fabric elements of the stretcher (the entire composition) must be
dried without the use of additional heating tools.

9.2 Disinfection

Disinfection of the stretcher (the entire composition) is permitted using a 4% solution of hydrogen
peroxide by immersion or by wiping twice with a napkin soaked in a 4% solution of hydrogen
peroxide, followed by wiping with a dry soft cloth.

O Any sterilization of the stretcher (the entire set) is prohibited.

O Any thermal disinfection is prohibited.
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10 MAINTENANCE

There is no specific maintenance of the stretcher.

Before each use, it is necessary to check the integrity of the stretcher and the entire Kkit.

After each use, the stretcher (the entire composition) must be cleaned and disinfected
In accordance with the instructions in the operating documentation.
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11 SYMBOLS USED IN MARKING, INCLUDING ON PACKAGING
Tae11-1
1 Symbol Transcript

r m n
I | Manufacturer
L _

1
I” | I I Date of manufacture
L J
LOT Batch code
L J
I I l Please refer to the Instructions for use
L J
Fragile, handle with care
Avoid exposure to sunlight and heat
L J
1 >K Keep away from moisture
[ L J
S
Limit on the number of tiers in a stack
H
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TD010162-A

12 DISPOSAL
After the maximum service life, the stretcher must be destroyed in accordance with the rules and
requirements in force at the time of disposal, including the requirements of local organizations and
thedisposal rules in the given region. To dispose of the stretcher, you can contact the authorized
representative of the manufacturer.

Stretchers that have not been used and/or with an expired shelf life before use and/or with traces
of damage according to the degree of epidemiological, toxicological, radiation hazard, as well as
negative impact on the environment during disposal are classified as epidemiologically safe waste

(dassA)
Wsed stretchers with traces of human blood and biological fluids after disinfection, according to the

degree of epidemiological, toxicological, radiation hazard, as well as the negative impact on the
environment during disposal, are classified as epidemiologically safe waste (class A).

Wed stretchers UNDER CONDITIONS OF INFECTIOUS DISEASES (in the relevant medical
organization), according to the degree of epidemiological, toxicological, radiation hazard, as well as
the negative impact on the environment during disposal, are classified as extremely
epidemiologically hazardous waste (class B) - disposal must be carried out in accordance with the
rdes and requirements in effect at the time of disposal, including the requirements of local

organizations and disposal rules in a given region.
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Shield-stretcher immobilization
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13 MANUFACTURER'S WARRANTIES

The manufacturer guarantees the quality of the stretcher, subject to compliance with the rules of
transportation, storage and operating conditions established by the manufacturer.

Expected service life is 3 years.
Warranty period is 12 months from the date of sale.
Warranty period for storage is 12 months.

The warranty does not cover damage caused by careless storage, transportation and use of the
product outside the scope of its intended purpose.
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14 LIST OF STANDARDS APPLIED BY THE MANUFAaURER OF THE MEDICAL DEVICE

Table 14-1
DESIGNATION NAME
EN 1SO 13485 Medlf:al products. Quality management systems.
Requirements for regulatory purposes
EN ISO 14971 Medical Devices - Application of Risk Management System

to Medical Devices

Medical devices - Symbols to be used on medical device
EN ISO 15223-1 labels, marking and information to be provided - Part 1:
General requirements.

Patient transport equipment for use in road ambulances -
EN 1865-1+Al Part 1: General stretcher systems and patient transport
equipment

Medical Devices-Quality Management Systems-Guidellnes

YY/T0595 for the Application of YY/T 0287-2017

GB/T42061 Medlf:al devices - Quality management systems -
Requirements for regulatory purposes

EN ISO 20417 Medical Devices - Information Provided by the

Manufacturer
Biological Evaluation of Medical Devices

IS0 10993-1 Part 1. Evaluation and Testing within the Risk
Management Process

Biological evaluation of medical devices - Part 5: In vitro

EN'1S0 10993-5 cytotoxicity tests

Biological evaluation of medical devices - Part 10: Skin

EN IS0 10993-10 irritation and sensitization tests
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NOTARIAL CERTIFICATE

(2024) S.Z.Z. Zi, No. 8217

Applicant: Zhangjiagang Tengda Machinery Manufacturer Co.,Ltd
Location: No.3 District, Changyinsha Farm

Legal Representative: Huang Jianming, male, bom on August 20, 1963,
Citizen’s ID Card No. 32052119630820671X

Issue under notarization: signature, seal

This is to certify that Huang Jianming, the legal representative of
Zhangjiagang Tengda Machinery Manufacturer Co.,Ltd, came to my
office on December 3, 2024 and affixed the signature and seal on the
foregoing INSTRUCTIONS FOR USE in English in the presence of me,

the notary public.

Notary: Xu Ying

Zhangjiagang Notary Public Office
Jiangsu Province

The People’s Republic of China (seal)
December 9, 2024

L 146105029
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NOTARIAL CERTIFICATE
(2024) S.z.Z. Zi, No. 8218

Applicant: Zhangjiagang Tengda Machinery Manufacturer Co.,Ltd
Location: No.3 District, Changyinsha Farm

Legal Representative: Huang Jianming, male, bom on August 20, 1963,
Citizen’s ID Card No. 32052119630820671X

Issue under notarization: true and exact translation

This is to certify that the attached English translation conforms to the

original (2024) S.Z.Z. Zi, No. 8217 Notarial Certificate in Chinese.

Notary: Xu Ying

Zhangjiagang Notary Public Office
Jiangsu Province

The People’s Republic of China (seal)

December 9, 2024

46105030
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HHCTPYKIHSA ITO IPUMEHEHHIO

IBT-HOCHJKH MMMOOHIU3ALHOHHDbIC
TD010162-A

YreepxaeHo ceHTa6ps 2023
/nodnuce/

I'eHepanpHbI AUpeKTOp

Xyan [[3aHsMuUH
03.12.2024.

IMeuars: Xanrtinaranr Tenraa Mamnneps Manydaxtypep Ko. Jita
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NHCTPYKUWA no MPUMEHEHWIO

LWL UT-Hocunkn nm MOBUNMN3a MNOHHbLIE
TD010162-A

1 OBW WE CBEOAEHWA
2 KNACCUNDOUKAL WA

3 CBEAEHWUA OCTEPUNBHOCTU, HANUYUM MATEPUANOB
XWBOTHOTO W/UTNYENOBEYECKOTO NMPOUCXOXAEHUA, HANTNYUK
NEKAPCTBEHHbLIX MPEMNAPATOB U/UTN & APMALEBTUYECKUX
CYBCTAHUUN 7

4 TPEEOBAHWNA BESOMACHOCTWU N MEPbl NPEAOCTOPOXHOCTHU 8
OMMNCAHWE MEAWLUMNHCKOIO U3AENNA 10

6 YCNOBUA IKCNNYATALWUWN, TPAHCNOPTUPOBAHUNA N XPAHEHNA 11

TEXHUWYECKWE XAPAKTEPUCTUKN 12
8 AKCMNNYATAULVNA MEAWUWMHCKOTO U3AENNA 14
9 OUYNCTKA N AOESNHDEKLUWNA 15
10 TEXHWYECKOE OBCNYXWUBAHWE 16

11 CUMBONbI, NCMONB3YEMBIE B MAPKUPOBKE, BTOM YUANCNE HA

YNAKOBKE 17
12 YTUIN3ALWNA 18
13 TAPAHTUWN N3TOTOBUTENA 19

14 MNEPEYEHb NPUMEHAEMBIX NPON3BOAWUTENEM MEOULUWNHCKOTO
N3AENNA CTAHOLAPTOB 20
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MHCTPYKUNA no NMPUMEHEHNIO

L NT-HOCUNIKN MMMOGUNMN3ALNOHHbIE
TD010162-A

1 ObWHMNE CBEAEHWA
JaHHbIA 3KCnyaTaUnoHHbIA JOKYMEHT COAEPXXUT O6LLIEE N TEXHMYECKOE OMUCaHNA MeAULIMHCKOrO
N30enns, NOPSKOoK NPUMEHEHNS.

11 HawnmeHoBaHVe MeAMLMHCKOIo m3genmsa
LLnT-HoCUKK nMmo6brnnsaumoHHble TD010162-A (nasee - HOCUIIKN).

12 CoctaB
LLInT-HOCUNIKM MMMobmn3aumoHHble TD010162-A, B cocTase:
1 LLMT-HOCU/IKM MMMOBUIM3ALMOHHBIE - 1 LLIT.
2. KOMNneKT (hUKCHPYHOLLMX PEMHER Anst HOCUMOK - 1 KOMMJ., B COCTaBe:
2.1. PUKCMPYIOLLMIA peMeHb 151 HOCU/TOK - 3 LT,
3. PukcaTop rososbl (415 B3POC/bIX) B COCTaBE:
3.1. dbukcaTop ronosbl - 1.
3.2. KomnneKT KpeneXkHbIX peMHel 419 (mKcaTopa rosioBbl - 1 KOMN., B COCTaBe:
3.2.1. KpenexxHblin peMeHb 47151 KpernsieHWs (onkcaTopa K HoCUIKam - 8 L.
3.2.2. KpenexkHblin peMeHb A/IMHHbBIA - 2 LLIT.
3.2.3. KpenexHblii peMeHb KOPOTKWIA - 2 LLIT.

4. VIHCTpYyKUUS Mo NpUMeHEHUIO - 1 3Ks.

1.3 CsefieHuUsi 0 NPOM3BOAWTENE MEANLMHCKOIO U3LeNnsa
>KaHrivaraHr TeHrga MawwmHepy MarydakTypep Ko. J1ta, YuHa.
FOpuanyeckmin agpec: Ne 3 AncTpuKT, YaHrbimHLa Papm, XKaHriivaraHr, YmHa.
Appec nponssoacTea: Ne 3 AUCTpUKT, YaHrbimHLLa Papm, XKaHrivaraHr, YuHa.
1.4 YNOMHOMOYEHHbI MpeacTaBUTENlb  MPOM3BOAUTENS Ha TeppuTopum  Poccuiickoi
®defepaunn
AO «METAJTXVIMKOHTPAKT»

FOpuanyeckmii agpec: 129085, Mopog MockBa, BH.Tep. . MyHuumnanbHblii OKpyr OCTaHKMHCKWIA,
yn. FogoBunKoBa, AoM 9, cTpoeHve 13, noabess/sTax/nomel,/kom. 13.24/3A/3A.2/13A.2.1-3A.2.7

TenedoH: +1 985 776-40-68
E-mail: mtlhct@mail.ru

Mo BompocaM KauyecTBa MeAWMLMHCKOro W3fenns Heo6xoaumo obpawatbcs B aapec
YMO/THOMOYEHHOT0 NPEACTABUTENA NMPOU3BOANTENS
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NHCTPYKUWA no NMPUMEHEHWNIO

WuT HoCMNKN MMMOOBUNU3ALUOHHDBIE
TD010162-A

1.5 HasHayeHve MeanUMHCKOro 13fenna
Hocvnku npegHasHayeHbl 415 06ecneyeHns MMMOBUIM3aUMA U TPAHCMOPTUPOBKU MaLVeHTOB C
TpaBMamu CriviHbl, LLIEAHONO OTAe/a NO3BOHOYHNKA, BEPXHMX N HYXKHUX KOHEYHOCTEN.

1.6 MpuyHUWIN AENCTBUSE MEAMLMHCKOIO U3AeNNS

3a CYUET D>KECTKOM KOHCTPYKLUMM HOCW/IOK, KOMI/JIEKTa pPeEMHEN U (mKcaTopa ro/ioBbl
obecneumBaeTCd  HageXHasd  MMMOOMNM3auMsi,  KoTopas Mpyv TpaBMax — MO3BOHOYHMKA
npeaynpeXxaaeT CMELLEHME C/IOMaHHbIX MO3BOHKOB. Tem cambIM 06ecrneumBas HeaonyLUeHWe
CAAB/MBaHWS CMIMHHOIO MO3ra WK NOBTOPHOM ero TpaBMaTU3aLmM BO BpeMsi TPAHCMOPTMPOBKM, a
TaKKe NOBPEXAEHNSI COCYA0B CMMHHO-MO3rOBOr0 KaHasia U 06pa3oBaHms reMaTom. C 3TON Lie/bto
NnaumveHT NOMeLL@eTCA Ha HOCU/TKW.

1.7 ¥Ycnosus npuMeHeHNs

Hocunku ponyckaeTca npUMeHATb B MeAUUMHCKMX OpraHmsaumsx /6o HanpasfieHHOCTW, BHe
MEAVLIMHCKMX OpraHu3aumii, B TOM 4ucrie Cy)kbamMu CKOPOM M 3KCTPEHHOM MeAULMHCKON
MOMOLLY, Cy>k6amm CraceHus.

1.8 lMoTeHUManbHbIe NOTPEOUTENN
Hocunku npegHasHayeHb! 419 NPUMEHEHNA:

— MeAVUMHCKUM  paboTHMKaM /1060  KBa/mMhMKaLumy, MPOLLEALUMX  COOTBETCTBYHOLLEE
00yuYeHVe;

— paboTHVMKaMn CnyX6 craceHnsi, AOMNYLUEHHbIX [0 OKa3aHWA MepBUYHOM  MeanKo-
CaHUTapHOM MOMOLW, B TOM 4uC/e MEPBUYHON [OBpayebHONM, NepBUYHON BpavebHON W
MEPBUYHON CreLMaIM3NPOBaHHON 1 NPOLLEALLINX COOTBETCTBYHOLLIEE 06yUeHVe.

1.9 O6nacTtb NPUMeHeHKA
Hocunku npegHasHayeHbl 4719 NPUMEHEHNST B TPABMATO/IOMM 1 OPTONEANN, a TaKKe CKOPOIA, B TOM
yumcrie CKOPO CreLmann3npoBaHHON, MeAULIMHCKOM MOMOLLW.

1.10MepeveHb MOKa3aHWIA U MPOTVBOMOKA3aHUIA K MPUMEHEHMIO, OXWAaeMble 1
NPeACKasyeMble MOGOYHbIE  3(hheKTbl, OCTATOUHbIE PUCKKM, CBS3aHHblE C  MPUMEHEHWEM
MEAMLIMHCKOrO U3Ae/Ns MO Ha3HAuYeHUo

1.10.1 NoKasaHWA K NPUMEHEHWIO

HeobxoanmocTb MMMOBUM3ALIMN MOBPEXAEHHOM UM 60MbHO YacTW Tena nauyieHTa.
1.10.2 MNpoTrnBoNoKasaHUsA K NPUMEHEHWIO

M3BeCTHbIE NPOTUBOMNOKa3aHUA B paMKax YCTaHOB/IEHHOI0 Ha3HayeHUs! He BbIAB/IEHbI.
1.10.3 Oxkunpgaemble No6oYHbIe AeCTBUA

B pamKax yCTaHOB/IEHHOIO Ha3HaYeHMs MOBOYUHbIE AECTBUS He BbISIB/EHDI.
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NHCTPYKUMA MO NPUMEHEHWIO

WnT-HOCUNKN MMMOBUNN3EALNOHHBIE
TD010162-A

1.104 OcTaTouHble PUCKKY, CBA3AHHbIE C MPUMEHEHWEM MEOULMHCKOIO U3Aenus
HaszHa4eHWo

Mepes NPOW3BOACTBOM M BbIMYCKOM B 06paLLeHVe HOCW/IOK MPOoM3BoAMTeNeM 6bUl MPoBedeH
aHa/3 NpoLIecca YrpaB/ieHNs PUCKaMW. AHa/M3 CBUAETENIbCTBOBaU], MO MeHbLLE Mepe, O TOM,
YyTo:

— YnpaBneHWe pUckamm OCYLLIECTB/IEHO B COOTBETCTBUM C M/1aHOM,;
— COBOKYIMHbIA OCTATOYHbIIA PUCK ABMSIETCS A0MYCTVMbIM WU OTCYTCTBYET;

— [prveHsIlOTCA  Hag/iexallpe Ccrocobbl MoslyYeHUst HeoB6XOAMMO MPOU3BOACTBEHHON 1
MOCT-NPOU3BOACTBEHHOMN UHAOPMaLN.

Bce oCTaTouHble PUCKM 6bUM  OLEHEHbl C Mo3vUMM  «Puck<Mlonb3a». Bce HeobXoauMble
Tpe6oBaHKsA Mo 6e30MacHOCT 1 MepPbl NMPEAOCTOPOXHOCTY YKa3aHbl B COOTBETCTBYHOLLVIX pasaesiax
3KCM/TyaTaLVIOHHO I0KYMeHTaLN.

111 Wcnonb3yemble CUMBO/IbI
Vicnonb3yroTes criefytoLpe CUMBO/IbI 419 NPUBEYEHNA BHUMaHNA:

- 3HaK MH(OPMUPOBAHUS 0 BAXKHOIN MHOpMaLK

- 3HaK, 3anpeu.|,a+0u.|,|/||7| T€ WIN UHbIE ,ﬂ'eVICTBMH, MaHUNYyALnn

- 3HaK, yKasblBawLmMii Ha 06s3aTeibHble TPe6oBaHUA Mo 6e30MacHOCTU
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NHCTPYKUWA no NMPUMEHEHNIO

LLNT-HOCUNKN MMMOBMAMN3ALNOHHBIE
TD010162-A

2 KNACCNOUMKALNA

BHVMAHWE! [aHHbIA pa3gen rapmMoHM3VpoBaH € YydeToM TpeboBaHWA AeNCTBYHOLLLErO
POCCUINCKOr0 3aKOHOoAaTeIbCTBa U MPMMEHMMbIX CTaHAAapTOB

2.1 O6Las KnacctmKaums

Knacc B 3aBUCUMOCTW OT CTEMEHU MOTEHLMANIbHOT0 pUCKa NPUMEHEHUA B MEAULIMHCKUX LIENsX, B
COOTBETCTBMM C NpuKasoM M3 P® o1 06.-6.2012 Ne 4H - 1

By B COOTBETCTBUM C HOMEHK/IATYPHON KMacCUMKALMA MELULIMHCKUX W3Le/NiA Mo BUAaM -
149360 «/locka 4711 UMMOBUIM3aLMN CIINHBLD

2.2 Knaccvgmkaups no FOCT 1SO 10993-1
Hocvnkn aBnsroTca MeUUMHCKUM U3feniieM AN KPaTKOBPEMEHHON0 KOHTaKTa C MOBEPXHOCTbLIO
HEMNOBPEXAEHHOM U/ NOBPEXAEHHOM KOXM YerioBeKa.

2.3 Knaccndmkaums no FOCT P 50444
Hocunkm He SBNAKOTCA 3MEKTPUYECKUM U3LE/TNEM.

Hocwunku, B 3aBUCMMOCTW OT BOCMNPUHNMaEMbIX MEXaHNYECKNX BO3A€I7ICTBI/II7I, OTHOCATCA K rpynne
5.

Hocnnku He nmetoT Knaccugmkaumio no FOCT 15150 - ycTaHOB/IeHbI COGCTBEHHbIE 3HAYEHUS.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU Crpannua 6 s 20



NHCTPYKUWMA no NMPUMEHEHNIO

WnT-nocnnkKn MMmMO6GUIN3aLUOHHbBIE
TDO010162-A

3 CBEAEHWA O CTEPUABHOCTU, HAANYUNWN MATEPNANTOB XMUBOTHOTO
n/nnn YENOBEYECKOTO MPOWNCXOXAEHWA, HAANYUWN NEKAPCTBEHHDBbIX
MPENAPATOB /UM ®APMALEBTUYECKUX CYBCTAHL NN

3.1 CsefieHns 0 CTepUSIbHOCTU
Hocunku ABSOTCA HeCTEPUIbHBIM MEAVNLMHCKAM U3AeNTNEM.

3.2 Hanmume MaTeprasioB XXUBOTHOTO U (/1) YesTI0BEYECKOTO MPOVCXOXKAEHUS]
Hocunku He cofiepXkaT MaTeprasioB >XMBOTHOMO U (M/1) YeNIOBEHECKOTO MPOVICXOXKAEHNS.

3.3 Hanmume neKapcTBEHHbIX NPenapaToB Wi (hapMaLeBTUHECKIMX CyGCTaHLIA
Hocunku He cofiepykaT NieKapCTBEHHbIX MPenapaToB Wim (apMaLeBTUHECKX CYOCTaHLIWIA.
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MHCTPYKUMNA no MPUMEHEHWNIO

W MT-HOCUAKN UMMOGUAN3ALMOHHDIE
TD010162-A

4 TPEBOBAHWNA BESOMACHOCTWU N MEPbl NPEAOCTOPOXHOCTHU

4.1 O6ume TpeboBaHMA 6e30MacHOCTH

I'Iepe,u, Mcnosnb3oBaHNEM HOCU/TIOK H606XO,IJ,I/IMO M3yunThb 3KCnyatauMoHHYKO JOKYMEHTaUuno

>

I'IepCOHan, I/ICI'IOJ'Ib3y}OLLI,I/II7I HOCW/TKWN, OOJ/1KEH ObITb CbVI3VI‘-I€CKI/I noaroToBieH

Hocuky npefHasHaveHbl Ans NepeHOCKN AByMs 1 6oee 1loabMK

H906XO,CI,I/IMO nsberaTb ONNTENBHOrO W/vnn NOCTOSAHHOIO BO3,EL€I7ICTBI/IFI Ha HOCUTKN NCTOYHUNKOB
Tenna, nnamMmeHn Nnn erKoBoCr/tlaMeHALWNXCA BELLECTB.

> >

I\ He ocTaBnsinTe NocTpagaBLLUEro, pasMeLLLeHHOro Ha HocuU/Kax, 6e3 npucmMoTpa

3anpeuyeHa nobas mogumKaumnsa HOCUMIOK

3anpelLeH N1t060/ PEMOHT HOCKOK

3anpeLLeHo ncnosb3oBaHe HOCUIOK BHE YCTAHOBIEHHOIO Ha3HaYeHUs

3ar|pe|.|.|,eHo Mcnosib3oBaHMe HOCUJIOK MpPu HaNn4ynm N6bIX BNONMbIX AE(*)EKTOB

3anpeLyeHo Harpy»aTb HOCU/IKM 60/ee YCTaHOB/IEHHOMO 3HAYeHs!

3anpeLLeHo Ucnonb3oBaHne HOCUNOK A1 NEPEHOCKN OLHUM Ye/l0BEKOM

O O0O0O0O0O0O0
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NHCTPYKUWA no MPUMEHEHUNIO

Wunt-HoCcnnkun I/IMMOGI/I]'II/I3aLI,VIOHHbIe

TD010162-A
4.2 TpeboBaHWS 4151 6€30MacHoO YCTaHOBKM
Mepes HayaioM TPaHCMOPTMPOBKM HEOOXOAMMO Y6eAUTbCS, YTO MauMeHT MPUCTErHyT
KOMIM/IEKTOM PEMHe

Mepef HavasioM  TPAHCMOPTUMPOBKM  HeobXoAmmo  ybeamTbeA, UTO  ronoBa  nauueHTa
3adMKcMpoBaHa

O 3anpeLLeHo MCMo/b30BaHMe pPeMHeld 1 IMKcaTopa OT/IMYHBIX OT KOMM/IEKTa NOCTaBKM

4.3 TpeboBaHMA B YaCTK BMOMOrMYECKOM 6e30MacHOCTH

YTUAn3aumsi HOCUIOK [I0/KHA OCYLLECTBAATLCS B COOTBETCTBUM C AEMCTBYIOLUMY HA MOMEHT
yTUAM3aUMm npaBuiaMnm 1 TpeGoBaHMSIMKM, BK/OYas TPeGOBaHUS MECTHbIX OpraHusauuii u
npasuia yTuan3auum B LaHHOM PernoHe

>

Mocne KaXaoro MCrosib30BaHMsA HOCUIIKU JOSKHBI NPOATY NPOLELYPY OUUCTKM U Ae3MHGEKLUN
B COOTBETCTBUM C YKA3aHWSIMMW 3KCMyaTauMOHHOW AOKYMEHTaLmm

4.4 TpeGoBaHMs 6e30MacCHOCTY 1 Mepbl MPEAOCTOPOXHOCTY NP 3KCN/TyaTaLymn

I'Iepe,q Ka)K,U,b[M NMPUMEHEHNEM HeO6XO,IJ|VIMO y6e,q|/|Tbcs=| B LEJ/IOCTHOCTU HOCUJIOK, BCEro
KOMMJieKTa

He vcnonb3yiiTe HOCUNKK ANsi MOCTOSIHHOW MMOGUIM3ALI

Heo6X0AMMO KOHTPO/MMPOBaTh MOSIOKEHME MaUMeHTa M HOCM/IOK BO BPEMS BCEr0 BPEMEHU
TPaHCMOPTVPOBKM

> > > P

45 Tpeb6oBaHWA 6€30MaCHOCTU U Mepbl NPEeAOCTOPOXHOCTA MPU OUYUCTKE U Ae3nHDeKLnn

Mpw NpoBeseHNN NPOLEAYP OUNUCTKM W AE3NH(EKLUMN NEPCOHAN OMKEH BbITh B NepyaTkax

>
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NHCTPYKUUA no MNMPVMEHEHNIO

WLnNT-HOCMAKN MMMOGUNMN3ALNOHHbIE
TD010162-A

5 ONNCAHWNE MEAWLUWHCKOTO N3AENWNA

Hocunkn npeacTaBnsitoT co60li NAaCTUKOBYHO AOCKY, MO MEPUMETPY KOTOPOIA MMEKTCA OTBEPCTUS.
OTBEpPCTUSt MMEHOT [BOIMHOE Ha3HAueHMe: WCMO/Mb3YHTCS B KauyecTBe PydeK A/ MEepPeHOCKU, a
TaKKe /19 KPErnieHUs peMHeR 1 (uKcaumm naLyieHTa.

PucyHOK 5-1 - HocwWKn

KOMM/IEKT (OVKCUPYIOLLMX PEMHEN [I/11 HOCWU/MIOK COCTOMT M3 TPEX PEMHEN, Kaxabii 13 KOTOpbIX
CHabXKeH 3aCTEXKOW TWMa (hacTeKC C BO3MOXKHOCTBLHO PEry/IMPOBKA /IMHA (IUKCUPYIOLLIETO PEeMHST
CO CTOPOHbI «TPe3y6UaTon» YacTy 3aCTEXKM.

KOHCTPYKUMA pyyeK MO3BOMIAET JIerKO MOAHMMAaTbL HOCWIKWA C MOCTPafaBLUMM C MOBEPXHOCTW.
Pyykn nerkopoctynHble u obecneynsaroT 6630I'IaCHyIO onopy npun nogHATUK, OnyCKaHn w
HOLLEHNW HOCW/OK.

MauyieHT (IMKCMPYETCS Ha HOCU/KAX C MOMOLLbHO (OVKCUPYHOLLIVIX PEMHEA.

dukcaTop ro/oBbl NPEACTaBNSET CO60M OCHOBaHME, K KOTOPOMY KpensTcs ABe 60KOBble 0OMopbl ¢
OTBEPCTUSIMM [J1I1 OCMOTPa YLIHbIX PakoBUH MNauueHTa. 3akperyisieTca (MKcaTop rosoBbl Ha
HOCW/IKax C MOMOLLbH0 KOMIM/IEKTHBIX KPEMeXHbIX PeMHen ans gmkcatopa. KpenexxHbii peMeHb
[/IMHHbIA CHabXXeH MSrKOA MOAKNaAKo ana nba. Popma 6OKOBLIX OMOP rosoBbl mKcaTopa
obecrieumBaeT 3EKTUBHYIO MMMOOUM3ALUMIO BOKPYr YLUHOA W Apyrnx obnacTeid ro/oBbl,
orpaHVuMBas HenpeaHaMepPeHHYH0 AecTabunmsaumio.

PUCYHOK 5-2 - dUKcaTOp rososb! (/19 B3POC/bIX)

MaTepviasibl  M3rOTOB/IEHUST HOCW/IOK  MO3BOJIAKOT  MCMOMb30BaTb  MX MpYM HEO6X0AMMOCTU
NPOoBeAeHUST paaMaLIOHHOM AMarHoCTUKM 6e3 CMeLLIEHWS MaLyieHTa.
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NHCTPYKUWMA no NMPUMEHEHUIO

W UT-HOCUNKN MMMOBUNN3ALNOHHBIE
TD010162-A

6 YC/10BUA SKCTUTYATAUUWN, TPAHCTTIOPTUPOBAHUA NN XPAHEHUA

6.1 YcnoBusa skcryaTaumn

Hocunky  JO/MKHbI IKCryyatnpoBaTtbCA B TMOMELLEHUAX N BHE I'IOMELLlEHI/IVI npn cnegyroLwnx
3Ha4YeHUAX:

— TeMnepaTypa OKpy>katoLLero sosgyxa ot MmuHyc 20 pgo 70 °C
— OTHOCcUTeNbHaA BnaxkHOCTb A0 100 % npu TemnepaTtype 25 °C

6.2 YCnoBua TpaHCMopTMPOBaHNA

Hocvnky  1O/MKHbI  TPAHCMOPTUPOBATLCA B TPAHCMOPTHOW  YMaKOBKE  MPOV3BOAUTENS  MPU
CNEAYHOLLVX 3HAYEHNSIX:

— TemnepaTypa OKpy>karoLLiero Bosayxa ot MmHyc 40 °C o 40 °C
— OTHOCUTE/IbHAsA BMaXXHOCTb A0 95 % npu Temnepatype 25 °C

6.3 YCcnoBuA xpaHeHUA

Hocunkm fo/mKHbI XpaHUTLCS B TPAHCMOPTHOW YNaKoBKe NMPOV3BOAUTENS B 3aLLMLLIEHHOM OT B/iaru
MeCTe MpW CeayHoLLVX 3HAYEHUSX:

— TemnepaTypa OKpy>karoLLiero sosgyxa ot muHyc 10 °C po 25 °C
— OTHOCUTE/bHAA BNaXXHOCTL 0 60 % npun Temnepatype 25 “C
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MHCTPYKUWMA no NMPUMEHEHNIO

LW UT-HOCMNKNU MM MOBUNN3ALNOHHbIE

TDO010162-A

7 TEXHUWYECKWNE XAPAKTEPUCTUKN

7.1 TabapuTHble pasmMepbl
Tabmmua 7~1

CocTaBHasa yacTb OnunHa, Mmm WnpnHa, mm BbicoTa, Mm

Hocunkn 1830+20 435+15 60+5
UKCMpYtOLLAA PeMeHb AT 1935+20 50+20 HenpumeHnmo
HOCMNOK (6e3 yuéTa (hacTekca)
dukcaTop ronosbl (419 B3POC/bIX) 400+20 250+15 160+5
KpenexXHblil pemMmeHb 415 KpensieHns 250415 40410 HernpyMeHMo
(hrkcaTopa K HocuKam
erne>KHvbm peMeHb AN mkcaTopa 675420 2545 HenpuMeHIMo
KOPOTKMWIA
KpenexXHblil pemeHb 415 uKcaTopa A/IMHHbIINA:
PemeHb 770+20 25+5 HenpumeHnmo
Mogknagka ans néa 22520 50+20 HenpumeHnmo

7.2 Macca
Tabmmua 7-2

BapuaHT ucnonHeHns Macca, Kr

Hocunkn 7+0,5
duKcaTop ronosbl (415 B3POC/bIX) B 0,940,15
cocTase
KoMnnekT MKCUpyoLWmMX peMHei gis 0,30+0.05
HOCU/IOK
KoMnnekT KpeneXHbIX peMHel 4ns 0,22+0,05

(hrkcaTopa rosfioBbl B COCTaBe

1b MpoYHOCTHbIE XapaKTEPUCTUKM
MakcMasbHbI BeC NauyeHTa - 160 Kr.
HommnHanbHas Harpyska Ha OfHY pPYYKY /19 NePEHOCKU, Kr - 40 Kr
IMPOYHOCTb (PUKCMPYHOLLIEro PEMHS Ha pa3pbIB - He MeHee 1600 H
MpOYHOCTb (IMKCaLMM 3aCTEXKN (IMKCUPYHOLLEro peMHS - He MeHee 700 H

7.4 Jpyrvie xapakTepucTUKn
KonnyecTBo py4ek A/19 NnepeHocKn, Beero - 21 uir.
KonnyecTBo py4ek /19 NePeHOCKM Ha Kaxkaol 60KOBOM CTOpOoHe - 10 LT,
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m ' HHCTPYKIIUA 11O TIPHMEHEHHIO

HiHT-HOCHAKH HMMOGHAHZAUHOHHBIE
TD010162-A

Pyuyka AJ19 nepeHOCKH ¢O CTOPOHLL HOT — ] IT.

PeHTreHONMpO3pavyHOCTb — MAaTepHai] HOCHJIOK MO 3HAYEHHIO MOIJIOWECHHAA PEHTTCHOBCKOTO
M3NTYYCHHAA COOTBETCTBYET ATIOMHHHEROMY JIHCTY TOMILMHOM He Gonee 1,5 mm.
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MHCTPYKUWA no MPUMEHEHUNIO

LLNT-HOCUNKN MMMOGMUAMNI3ALNOHUBIE
TDO010162-A

8 IKCMNYATAUMNA MEANWLUWHCKOTO N3AENNA
CHVIMUTE TPaHCMOPTUPOBOYHY!HO YTAKOBKY.

MpoBepbTe BHELLHWIA BWL U KOMI/IEKTaLWIO. Ha MOBEPXHOCTW He AOMKHO 6bITb MEXaHMUECKMX
NOBPEXEHWI, 3arPsi3HEHUIA, a TakoKe HapyLLIEHWI CTPYKTYPbl MATEPUAsIoB.

PeKOMeHYeTCs 3apaHee MpoAeTb (UKCUPYIOLIMIA KOMMMEKT PeMHEi, MNoAenvB  HOCWU/KU
BU3yaslbHO Ha TPU PaBHbIE YacTu

PeKOMeH/lyeTCs 3apaHee 3aKpenuTb (IMKCATOP rOM0Bbl K HOCW/IKAM C MOMOLLbIO KPEMeXHOro
A PEMHSI KOPOTKOrO, 3aKPEM/IEHHOT0 K KPEMeXHOMY PEeMHI0 AN KpenneHus gukcatopa K
HOCU/IKaM

TpaHcnopTUpoBKa GONLHOrO C  TpaBMO/ B LUEMHOM OTZAeNe MO3BOHOUHMKA  AO/IKHA
OCYLLECTBAIATLCS B MOJSIOXKEHUM Ha cruHe. [pu TpaBme FpyAHOrO WM MOSICHWYHOMO oTAena

O 06bIYHOE MOMOXKEHVE NOCTPALABLUErO - Ha CMMHE, MO MOKa3aHUsIM BO3MOXHA TPaHCNopTUPOBKaA
Ha XXnBoTe. Bo mn3bexxaHne cMelLeHNs 0T/IOMKOB MO3BOHKOB Y IOMO/IHUTEIbHOTO MOBPeXaeHNs
CMVHHOIO MO3ra He criefyeT TPaHCMOPTUPOBAThL B6O/ILHOI0 B MOIOXKEHUM Ha 6OKY

MogHUMMTE GOMBHOMO M OCTOPOXHO MEPESIOXKMTE €ro Ha HOCW/KW, 3TO HEo6XOAMMO CAenaTb B
oavH npveM. Ecnn WelHbIA oTAen npeaBapuTeNibHO He Gblll 3adMKCMpPOBaH, HEeo6XoAMMO
(hMKCMPOBaThb FO/I0BY MOCTPAAABLLIEr0 C MOMOLLILIO (hmKcaTopa rofioBbl. CreauTte, UTo6bl HOMV U
KOCTM Tasa MauyeHTa 0CTaBa/ICb B OAHOM MOJIOXKEHMM MO OTHOLLIEHMIO K TOPCY.

Pacronoxute naupeHTa Ha HOCWMIKax POBHO MO LeHTpY. Mpu pocTe nauueHTa 6osee 185 cm
[0MYCKaeTCA CBUCaHVE CTYMHel nalneHTa 3a Kpaii HOCW/OK, ro/1oBa CBUCaTb He [0/KHA.

3amKeunpyiTe NaupeHTa Ha HOCUIKaxX C MOMOLLbI (DUKCUPYHOLLMX PEMHEN, NpogeBas pPeMHu
Yepes OTBEPCTUSA B LUMTE, U 3aTeM (IUMKCMPYS KX

PeKOMeHyeTCsl KOHTPOMMPOBaTh UPEe3MEepPHOe YCU/NE 3aTATMBAHUM (UKCUPYIOLLUX PEMHER C
| LIENbI0 M36eXaHUA CAaBIMBaHNA UM 06Pa30BaHNA MPOEXHEN

Mpn HegocTaTouyHol (cnaboit) dwmkcaumym nauymeHTa BO3MOXHO OTCYTCTBME 3deKkTa
nMMobMAn3aLnn

OcyLLECTBMTE TPAHCMOPTMPOBKY MOCTPaAaBLLErO.
Mocne NPUMeHeHNs HEOGXOAMMO OUUCTUTb U NMPOAE3VHAMLIMPOBATL HOCU/KNA.
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NWHCTPYKLUWA no NMPUMEHEHWIO

WuT-HOCUNKN 1M MO6VI}'IVI38.LI,VIOHHbIe
TD010162-A

90UYNCTKA N AESNHOEKLWNA

9.1 Ouwuctka

[onyckaeTcs 04MCTKA HOCUIOK (BCEro coctaBa) /I06bIM MOKOLWMM CPeACcTBOM C HelTpasnbHbIM pH,
3a UCK/TI0YEeHVEeM abpasuBHbIX.

[lonyckaeTtcs MNOrpyXXeHne HOCWIIOK B BOAY M MOKLUIME PacTBOPbI C MOWLMM CPeAacTBOM C
HeliTpanbHbIM pH, 3a UCKNOYEHNEM abpasnBHbIX.

lNocne 0UNCTKN TKaHEeBble 3/1EMEHTbI HOCWJ/IOK (BCEFO COCTaBa) [OJDKHbI ObITb BbICYLLEHbI 6e3
NMPUMeHEHUA JONONHUTENBbHbLIX NHCTPYMEHTOB HarpeBaHUA

9.2 [e3nHpekuunsa

JonyckaeTcs paesnHekuma Hocunok (Bcero coctaBa) C nomouwbio 4 % pacTBopa Nepekucu
BOAO0BOAA NyTEM MOTPYXEHUA UAM NyTEM ABYKPATHOrO NpOTMpaHus candetkoin, CMOYeHHON 4 %
pacTBOPOM Mepekncu BoLOBOAA, C MOCNEeAYHOLW UM NPOTUPAHUEM CYXOR MSATKON TKaHb.

O 3anpeLleHa ftobas cTepuamnsaums HoCUIOK (BCEro KOMMIeKTa)

O 3anpeLleHa nobas Ae3vHEKL S TEPMUYECKMM CMOCOBOM
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MHCTPYKUWNA no MPUMEHEHWIO

WLunT-HOCKUNKM I/IMMO6VIﬂI/I3aLI|I/IOHHbIe

TDO010162-A
10 TEXHUWYECKOE OBCNYXUBAHWE
OTcyTCcTBYET Cneuungmnyeckoe obenyKmBaHme HOCUMNOK.
Mepea KakabiM MCMO/b30BaHMEM He06X04MMO ybefMTbCA B LENOCTHOCTM HOCW/IOK M BCEro
KOMI/IeKTa
Mocne Kaxaoro WCMNONb30BaHUSA HOCWMAIKM  (BECb COCTaB) HEOOXOAMMO ounllaTb WU
[e3MHMLMPOBAThb B COOTBETCTBMM C YKa3aHUAMW 3KCMN/TyaTalUMOHHOM OKYMeHTaL K
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NHCTPYKUWA no NMPUMEHEHWIO

LWLnT-HOCKMNKN I/IMM06I/II'II/I3aLI,I/IOHHbIe

TD010162-A
11 CUMBONblI, NCNONb3YEMbIE B MAPKWPOBKE, B TOM YWUCNE HA
YMAKOBKE
Tabmmya 11-1
CrmBon PacLumpoBka
u
I J M3rotoBuTenb
L J
|w i~ | [Hata usroToBneHWs

LOT Kog naptum
I O6patnTecb K UHCTPYKUUK MO MPUMEHEHUIO

XpynKoe, obpalaTbCs 0CTOPOXHO
He gonyckaTb BO34eCTBMS CO/THEYHOIO CBETA M HarpeBaHUs
Bepeub 0T BNaru

] npegen no Ko/IMYECTBY SPYCOB B LUTabese
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WHCTPYKLWNA no NTPUMEHEHWIO

WnT-HOCUNKN MMMOBUIN3ALNOHHbIE
TD010162-A

12 YTUNUNIALUWNA

HOCU/IKM MO UCTEYEHUN MaKCMMasbHOTO CPOKa CNyX6bl NMOAMEXAT YHUUTOXKEHUNIO B COOTBETCTBUM
C AEeCTBYHOWMUMI Ha MOMEHT yTUAM3aLMU NpaBuiaMu M TPe6OBaHWSAMU, BKIOYas TpeboBaHus
MECTHbIX OpraHu3aluii 1 npaBuna yTUNM3auuy B AaHHOM pervoHe. ANns yTMAnsaunym HOCUIOK Bbl
MOXeTe 06paTUTLCA B apec YNoJHOMOYEHHOro NpeacTaBuTens Npou3BoANTENS.

HoCUNKN He 6biBLUME B UCMOMb30BAHUU U/UNK C UCTEKWIUM CPOKOM XPAHEHMUS 10 WUCMO/b30BaHUS
W/vnn co cnegaMu  NOBPEXAEHUs MO  CTeneHu 3MNMAEeMMONOTMYEcKO, TOKCMKONMOTMYECKOIA,
paAuaLMoHHOM OMacHOCTM, a TakKXKe HeraTBHOTO BO3AEWCTBUS Ha cpedy O06WTaHus npw
YyTUNIN3aL MM OTHOCATCS K aNUAEeMUONOTMYECcKN 6e3onacHbIM oTxodam (knacc A).

Hocunkn GblBLUME B MCMNOMb30BAHWM CO Cnefamy KPoBWM M GUONOTUYECKMX XKUIAKOCTE YenoBeka
nocne Ae3MHMEKUMM MO CTEMNEHM 3NUAEMMONOTMUYECKO, TOKCMKOMOTMYECKOM, paanalyoHHOM
0MacHOCTK, a TaKXKe HeraTMBHOIO BO3AENCTBMS Ha cpedy 0GUTaHWUS NPU YyTUAM3ALWUKM OTHOCATCS K
aNMAEMMONorMyeckn 6esonacHbiM oTxogam (knacc A).

Hocunku 6biBwine B Ucnonb3oBaHun B YCTOBUAX WHOEKLWOHHbLIX 3ABONEBAHUN (8
COOTBETCTBYHOLWEN  MeAUUMHCKON  opraHusayuMu) nNOo  CTeneHu  3NUAEeMUOSIOTMYECKON,
TOKCUKO/IOTMYECKOW, pajuaLMOoHHON OMacHOCTW, a TakXe HeraTMBHOro BO3[eNCTBUSA Ha cpefy
obuTaHMa Npu yTMam3aumm OTHOCATCA K Ype3Bbl4aliHO 3NUAEMUONIOTMYECKM ONacHbIM 0TX04aM
(knacc B) - ytnnmsauma fomkHa ObiTb OCyLlecTB/ieHa B COOTBETCTBUM C AENCTBYHLWWUMU Ha
MOMEHT yTUAN3auumn npasmnamm n TpeboBaHnAMU, BKIOYAA TPe60BaHNA MECTHbIX OpraHu3aunii u
npasuna ytunmsaunmn B JaHHOM pervioHe.
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WHCTPYKUWNA no MPUMEHEHWIO

WnNT-HOCMNKN UM MOBUNN3ALNOHHBIE
TDO010162-A

13 TAPAHTUW N3TOTOBUTENA

Mpon3BoanTENb  FapaHTMpyeT KauyecTBO HOCWIOK TNpW  YCNOBMM  COGMIOAEHWS  MpaBun
TPAHCMOPTUPOBAHNS, XpPaHEHUS 1 YCNIOBUIA aKCNyaTaluy, yCTaHOBNEHHbIX NPOU3BOAUTENEM.

OXnaaemblil CPOK CNyX6bl - 3 roga.
FapaHTUIAHbIVA CPOK CNYXObl - 12 MecAUEB CO AHSA MPOLAXKN.
FapaHTUHbIN CPOK XpaHeHus - 12 mecAues.

FapaHTUsi He pacrnpoCTpaHAeTcs Ha MOBPEXAEHUS, BbI3BaHHbIEe HEOPEXHbIM XpPaHEHUEM,
TPaHCMOPTMPOBAHMEM U 3KCNyaTalnein n3ngenns BHe paMoK YCTaHOB/IEHHOTO Ha3HaYEHUS.
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WHCTPYKUWNA no MPUMEHEHWIO

WunT-HOCMAKN VIMMO6I/I]'IVI3&LI,I/IOHHI:>I€

TD010162-A
14 MEPEYEHDL MPUMUMEHAEMbBIX MNMPOM3IBOAMWTEAEM MEAWLUWHCKOTO
NW3IAENNA CTAHLAPTOB
Tabmmua 14-1
OBO3HAYEHWE HAMMEHOBAHWE

EN 1SO 13485 N3penns MEAMHMHCKMf. Cuctembl MeHeKMeHTa Ka4ecTBa.
TpeboBaHMA 4N Leneit peryimpoBaHns

EN 1SO 14971 MeguuunHckue nsgenus - NpumeHeHWe cUCTeMbI yripaB/ieHUs
puckamn K MeAUUUHCKUM U3ae/TUsaM
MeanuuHckune nsgenus - CUMBOSbI, KOTOPbIe JO/MKHbI
NCM0/1b30BaThCA Ha 3TUKETKAX MeAULMHCKUX U3AeNNIA,

EN ISO 15223 MapKUpoBKa 1 npegocTtaBnsemMas uHgpopmams - Yactb L
Obuyne TpeboBaHUA.
O6opyfoBaHue 4718 NepeBo3KN NaUMeHTOB, UCMO/b3yeMOe B

EN 1865-1+Al JOPOXKHBIX MallMHax CKopoi nomoum - Yactb |: O6uwime
CUCTEMbI HOCU/IOK M 060py0BaHmMe 415 NepeBO3KU NaLneHToB

VY /T0595 MeanunHckme nsgenma-Cuctembl MeHeXKMeHTa KayecTsa -
PyKoBOACTBO Mo NpuMeHeHMIO cTaHdapTa YY/T 0287-2017

GB/T42061 MegnymHckue |/|3,u,em/|f| - CCTeMbl MeHePKMEHTa KayecTBa -
TpeboBaHWA 4Nsa Leneinl peryimpoBaHus

EN 1SO 2041 MeganumHckue nsgenua — ViHgopmauus, npegoctaBnsemMast
npon3BoanTeNem
Bronormnyeckas ougHKa MegULMHCKNX N34eNnia

ISO 10993

EN ISO 10993-5

EN ISO 10993-10
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Uactb 1 OueHKa 1 TeCTMpPOBaHMe B pamKax npotiecca
ynpasfeHus puckamm

Buronoruuyeckasi ougHKa MeAVLMHCKNX U34enunia - YacTb 5:
TecTbl HA UMTOTOKCMYHOCTb in Vvitro

Bronornyeckas oueHKa MeANLMHCKUX n3genuii - Yactb 10:
TecTbl Ha pasfpaxeHUe U CEHCUBUIN3ALINIO KOXN
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HOTAPHAJIbHBIA AKT
(2024) S.Z.Z. Zi, Ne 8217

3asputenn: Kanriinaranr Tenraa Mawmnepu Manydaxtypep Ko. Jita

Anpec: Ne 3 luctpukT, Yanreinnwa ®apm

3akoHHbi# npeacTasuTens: XyaH L[3sHbMHUH, Mysckoro nona, 20 asrycta 1963 rona poxaeHus, Homep
yAOCTOBepeHHs nHu4HOCTH: 32052119630820671X

HorapuanbHblil MyHKT: NOAMKCH, NE4aTh

HacroswmM yaoctoBepsercs, uto XyaH LI3saHbMHH, 3aKoHHBIA npenctasutens JXaurinaranr Tewraa
Mawmnnepn Manydaxtypep Ko. Jlta, ssuncs ko MHe B KonTopy 3 nexaGps 2024 rosa u noamucan
MOCTaBMN MieyaTh Ha npuseneHHyw Bbiwe MHCTPYKUHIO 110 IPHMEHEHHIO nHa aHranicKoM
fA3bIKE B MOEM NMPHCYTCTBHH, HOTapHycCa.

HorapuansHas koHTopa ropoaa Wkanussrad nposunumu Lzsncy Kutaickodt Hapoanoi Pecmybauku

Horapuyc: CIOH HH

Meuats: HorapuanbHas koHTopa roposia Yxanussaran nposuHumuu Lisaxcy
Kuraiickas HapoaHas PecryGnnka
3205820367376

9 nekabpsa 2024

LI 46105001
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HOTAPHAJIbHBIHN AKT
(2024) S.Z.Z. Zi, Ne 8217

Zassutens: Kanrimaranr Tenraa Mawnnepu Manydaxrypep Ko. Jlita

Anpec: Ne 3 Jluctpukr, Hanrsintina Gapm

3akoHHbil npeactasutens: Xyan LizsHbMuH, Myxckoro nona, 20 asrycra 1963 roaa poxaeHus, Homep
yAocToBepeHHs auuHocTH: 32052119630820671X

HoTtapHnanbHblii MyHKT: NOANKCH, NEYaTh

Hacroawmm ynoctosepsercs, uto Xyan L[3aHeMmuH, 3akonHbif npenctasutens JKauriinaraur TcHraa
Mawmnxepu Manypaktypep Ko. Jita, sBuica ko MHe B KoHTopy 3 nekabps 2024 roga u noanucan u
NOCTaBHN MeyaTh Ha npuseacHHylo Boiwe MHCTPYKUHIO 110 IIPHMEHEHHIO Ha aHrinickoM
f3blKE€ B MOEM NPUCYTCTBHH, HOTapHyca.

Hotapuyc: Cio#i Un

HotapuanbHas koHTOpa ropoaa “YxaHussraH nposMHUMK L3sHcy
Kuraiickaa HaponHas Pecrrybnuka (neuars)

9 nexabpsa 2024

L146105029
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HOTAPUAJIbHBIM AKT

(2024) S.Z.Z. Zi, N2 8218

3aasutens: X anrinaranr Tenrna Mawnnepu Manygaxrypep Ko. Jita

Anpec: Ne 3 [luctpukr, Yanreiuniua Gapm

3akonnbi# npeactasutens: Xyau L{3aHsMun, Myxckoro nona, 20 asrycra 1963 rona poxaeHus, Homep
YAOCTOBepeHuUs nnaHocTH: 32052119630820671X

HoTapuansHbiii MyHKT: NEpeeojl COOTBETCTRYET OPUrHHANY

HacToRIMM YAOCTOBEPAETCA, 4YTO NPHIOKEHHBIH HEPEBOR HA AHIIMHACKMI A3bIK COOTBETCTBYST
opurunany HorapuaneHoro axra (2024) S.Z.Z. Zi, Ne 8217 Ha kutaftckoM s3bike.

Horapuanbras koHTopa ropoaa WiaHussras nposkuumi Lzaucy Kumaiickoi Hapoanoii PecryGnuku
Horapuye: CIOW HH

TMeuars: HorapuansHas KOHTOpa ropola thxaHussrad nposuHumuy [[3ancy
Kuraiickas Hapoanas Pecrybauka
3205820367376

9 nexabpa 2024

L146105002
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HOTAPUAJIbHBIM AKT
(2024) S.Z.Z. Zi,Ne8218

3asaBuTtenib: XXaHrmaraHr TeHrga MawmnHepyn MaHydakTtypep Ko. J1T4

Agpec: Ne 3 AncTpukT, YaHrbivHwa dapm

3aKoHHbI npeacTaBuTenb: XyaH LI3ssHbMUH, My»ckoro nona, 20 aBrycta 1963 roga poXxgeHus, Homep
ypocToBepeHua nuyHocTtur: 32052119630820671X

HoTapuanbHbIli MYHKT: NepeBof COOTBETCTBYET OpUIMHaNy

HacTosawmm ynoctoBepsieTcs, YTO MPWIOXKEHHbIA MepeBOf Ha aHrUACKUA A3bIK COOTBETCTBYET
opurmnHany HoTapuanbHoro akTa (2024) S.Z.Z. Zi, Ne 8217 Ha KUTaliCKOM S3bIKe.

HoTtapuyc: Croit VH

HoTapuanbHaa KoHTopa ropofa YxaHuzsaraH npoBuHLMN Li3siHey
KuTaiickas HapogHasa Pecny6nuka (nevartb)

9 pekabps 2024

L 146105030

QR-Kof4 (Ha o6opoTe)

MepeBen(a) ¢ KNTANCKOTO U aHTMIACKOTO A3bIKOB HapycCckuii a3bik benosa HO.B.
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Poccuiickas depgepauus
fopog Mocksa

BocemMHaaLaToro IeKabpsi e ThiCAUM ABAALATL YeTBEPTOro roga

4, MepeBep3nHa Bepa MBaHOBHA, BPEMEHHO WCMOMHAKOWAA 0643aHHOCT HOTapuyca

MockBbl MakapeHKo Anekcesa Anekceesuya, CBUAETENbLCTBYHD MNOAJMHHOCTL MOAMUCK

Benosoii KO nun BnagMMunpoBHsI.
MoAnuch caenaHa B MOEM NPUCYTCTBUMN.

JTInyHoCTb NognucasLlLero 4OKYMEHT yCTaHOB/eHa.

3apervcTpupoBaHo B peectpe: Ne 77/337-H/77-2024- /c

nnayeHo [loBeplleHne HoTapuanbHoro geucleus: 400 py6

B.U. NepeBep3unHa

Bcero npowHypoBaHo, NPOHYMEPOBAHO U CKPENIEHO
nevatbto 51 nuct(oB.).

BPWO HoTapuyca
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