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General information:

~ The Operational Documentation consists of three Instructions for use of the medical device “Transaroll Patient
Transfer Aids”, each of which is intended for certain designs of the medical device. The Instructions for use
contain all the necessary and detailed information on the proper and safe use, conditions of use, and
specifications of the medical device.
Instructions for use of each design of the medical devices are placed in the packaging of the corresponding
devices.
instructions for use are available in different languages, including Russian.

Table of contents

I Instruction for use - Transaroll Patient Transfer Aids, in designs
1.  Transaroll Silverboard Mini, foldable
2. Transaroll Silverboard Mini, non-foldable
3.  Transaroll Silverboard Standard, foldable
4. Transaroll Silverboard Special, foldable
5.  Transaroll Silverboard Special, non-foldable

Il. Instruction for use - Transaroll Patient Transfer Aids, in designs
1. Transaroll Blueboard Mini, foldable

Transaroll Blueboard Mini, non-foldable

Transaroll Blueboard Standard, foldable

2.
3.
4. Transaroll Blueboard Long, foldable

Il Instruction for use - Transaroll Patient Transfer Aids, in designs

1. Transaroll Hygieneboard Mini, foldable, with accessories — 1 pc.:
Accessories:
: Disposable sliding film, design:
! -60 cm * 100 m, a roll - from 1 to 10 pcs
-60cm * 100 m, a roll in a dispenser box - from 1 to 10 pcs

2. Transaroll Hygieneboard Mini, non-foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, design:
-60cm* 100 m, aroll - from 1 to 10 pcs
-60cm * 100 m, a roll in a dispenser box - from 1 to 10 pcs

3. Transaroll Hygieneboard Standard, foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, design:
-60cm* 100 m, a roll - from 1 to 10 pcs
- 60 cm * 100 m, a roll in a dispenser box - from 1 to 10 pcs
- 53 * 180 cm, 60 pcs per roll, perforated - from 1 to 10 pcs
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Instruction for use

Transaroll Patient Transfer Aids,

in various designs

Transaroll Silverboard Mini, foidable
Transaroii Silverboard Mini, non-foidabie
Transaroii Silverboard Standard, foldable
Transaroll Silverboard Special, foldable
Transaroll Silverboard Special, non-foldable
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Symbols:

Observe operating
a I:l a instructions
Bed-to bed transfer

- Max. weight load
’ I Warning I I Manufacturer % Mark of conformity
Keep away from
I Temperature range sunllioght y |m d I Medical device
Catalogue number Batch no./Lot no. The bridging of free
lref] LOT I I transfer levels must not
exceed 15 cm.
Slip hazard
Keep dry Latex-free
UDI - Unique Device )
i NFC (Near Field
IU] I Identification ((<NFC))) Comm(unication):
devices with NFC
support technology
can exchange the
data at close range
without connecting
Manufacturer:

= = Transatlantic Handels-Gesellschaft Stoipe & Co. mbH
Siemensstralie 7
I I 61267 Neu-Anspach, Germany
Tel.: +49 (0)6081 9430-50
Fax: +49 (0)6081 9430-80
info@transat.de
www.transatlantic.de

Abbreviated name: Transatlantic

Authorized representative of the manufacturer in the Russian Federation, providing warranty/post-
warranty service and support:

BioSystems LLC

Russia, 197022, Saint Petersburg, 23 Professora Popova Street, Let. E
Tel.: (812) 320-49-49, Fax (812) 320-49-40,

e-mail: main@bioline.ru

www.bioline.ru

Hotline 8-800-444-33-49
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Name of the medical device and its designs:
Transaroll Patient Transfer Aids
Various designs:

1 Transaroll Silverboard Mini, foldable - 1 pc.
2, Transaroll Silverboard Mini, non-foldable - 1 pc.
3 Transaroll Silverboard Standard, foldable - 1 pc.
4. Transaroll Silverboard Special, foldable - 1 pc.
5 Transaroll Silverboard Special, non-foldable - 1 pc.
6. Transaroll Blueboard Mini, foldable - 1 pc.
7. Transaroll Blueboard Mini, non-foldable - 1 pc.
8 Transaroll Blueboard Standard, foldable - 1 pc.
9. Transaroll Blueboard Long, foldable - 1 pc.
0 Transaroll Hygieneboard Mini, foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, in designs:
-60 cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
11. Transaroll Hygieneboard Mini, non-foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, in designs:
-60 cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
12. Transaroll Hygieneboard Standard, foldable, with accessories - 1 pc.
Accessories:
Disposable sliding film, in designs:
-60 cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
- 53 * 180 cm, 60 pcs per roll, perforated - from 1to 10 pcs

Il. Instruction for use

Hereafter referred to as the Transaroll Patient Transfer Aids, the board, the medical device.
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1 Technical Specifications

The principle of the Patient Transfer Aids operation is based on the movement of two interacting surfaces
relative to each other, one of which is in a static state, and the other rotates around it.
The Transaroll Silverboard consists of 3 components - basic body, undercover and cover. The blue undercover
fits tightly onto the basic body, the silver cover fits over the blue undercover and rotates freely around the basic

body. The basic body may be foldable depending on the board design.

For the foldable board design, the undercover is divided into two parts along the folding line to prevent the cover
from twisting and wrinkling. Both covers are removable and reusable.

11 Main technical specifications
REF Iltem  designation /
designs

4500028 Transaroll Silverboard
Mini, foldable

4500029 Transaroll Silverboard
Mini, non-foldable

4500030 Transaroll Silverboard
Standard, foldable

4500033 Transaroll Silverboard
Special, foldable

4500034 Transaroll Silverboard
Special, non-foldable

Dimensions
*LxWxT,
mm
950 x 500 x
22
950 x 500 x
22
1800 x 500 x
22
1500 x 600x
22
1500 x 600x
22

Weight*,
kg

1.300
1.300
2.200
1.750

1.750

Max.

rolling

load, kg
200
200
200
200

200

Max. tension
load**, kg

300
300
300
300

300

' Dimensions and weight are indicated taking into account the acceptable tolerance of +10%
* Lifting for a short time no more than 30 seconds

ubIDI

(01)04050856034557(11)x
X(10)xx
(01)04050856034373(11)x
X(10)xx
(01)04050856034366(11)x
X(10)xx
(01)04050856043900(11)x
X(10)xx
(01)04050856043924(11)x
X(10)xx

The force applied by medical personnel to move the board horizontally with the patient placed on it:

Design

Load
For all designs of
Transaroll Silverboard
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Maximum pushing force,
more than:

150 kg
295.0 N

200 kg
325.0 N

no

Maximum traction force, no

more than:
150 kg
342.0 N

200 kg
360.5 N



12 Material

Pat of the device Material Color Contact Property
type
Transaroll ~ Silverboard basic  Polyethylene, latex-free Black Direct short- Radiolucent
body term contact
Cover PES fabric with PVC coating  Silver
Undercover PES fabric with silicone Blue
coating
13 Packaging
1f The board is packaged with instructions for use in a clear plastic bag and

then placed in a brown cardboard box and sealed with a Transatlantic
adhesive tape.
Individual packaging is also a shipping packaging.

Box size varies depending on the board dimensions;

REF Item designation / variants Box size*, mm

4500028 Transaroll Silverboard Mini, foldable 975 X 520 x 57
4500029 Transaroll Silverboard Mini, non-foldable 975 x 520 x 57
4500030 Transaroll Silverboard Standard, foldable 920 X 535 X 75
4500033 Transaroll Silverboard Special, foldable 750 X 600 x 70

4500034 Transaroll ~ Silverboard Special, non- 1500x600x70

foldable

Gross weight*, kg
2.3
2.3
31
2.7
3.0

*Dimensions and gross weight (in a shipping packaging) are indicated taking into account the acceptable tolerance of £10%

14 Use, storage and transportation conditions

Use:
Operating temperature*:
Humidity:

Storage and transportation:
Storage temperature*:
Storage conditions:

Humidity:
Transportation conditions*:

+10°C+30°C°C
Not determined, keep dry

Board: +10°C+30°C

Store in a dry place, protected from moisture; keep away from

sunlight

Board: Not determined, keep dry

+10°C+30“C

‘Storage and transportation conditions are set by the manufacturer to preserve the structural behaviour of the
basic body and the sliding properties of the film.
Transportation is allowed by any type of covered means of transport subject to the recommended temperature

conditions.
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2 Indication / areas of application / intended use

j Indication: No specific clinical picture can be given as an indication because of the various possible
applications. The Transaroll Silverboard is suitable for all applications on persons requiring assistance with
lateral transfers.

Areas of application: The Silverboard can be used to bridge gaps when two lying surfaces are positioned next
to each other (e.g. nursing bed - nursing bed, nursing bed - shower trolley, nursing bed - operating table,
stretcher - examination table).

Intended use: The Transaroll Silverboard is suitable for gentle, pain-free and low-friction lateral transfer (by
sliding) of persons whose movement is limited.

Potential users: No special education or knowledge is required to use this board. Please read the instructions
carefully before use. Potential users are junior and middle grade medical staff after reading the instruction for
use.

3. Redeployment

The Transaroll Silverboards are intended for reuse. They are not a disposable medical device.
It is essential to conduct a thorough functional check and to clean or disinfect the basic structure before using it

agein.

4. Contraindications / risks of use

There are no known contraindications.

Before using the board, users must carefully read the Instruction for use, which describes in detail the procedure
and features of handling the device, including visual drawings. If users do not read the instructions for handling
the Transaroll Silverboard, the board may be handled incorrectly, which could result in damage to the health of
the patient and/or user. Observe the application instructions under point 5 and the safety instructions under
point 7.

The application risk analysis shows that the provided preventive measures do not require additional risk
management measures, provided that the handling rules and safety regulations described in this instruction are
observed.

It is the sole responsibility of the user to determine the suitability of the board for the specific application.
Transatlantic shall not be held accountable for any improper use of Transaroll products.
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5 Use/ placement of the board

. Position the board to o Position yourself next
the side, next to the to the patient, find a
patient. support  point, and,

resting on the patient's
shoulder and hip, push
him in the transfer
direction.

To remove the board,
on! reposition the patient in
a short-term gentle

lateral position.

Tilt the patient to the O Keeping the patient in
side gently and place lateral position, slide
the edge of the board the board from under
under the patient so the patient.

that the patient's head,
shoulder girdle, and
pelvic region are on the
edge of the board.

The Transaroll board is radiolucent, has no metal parts and can be used during X-ray, MRI, CT procedures
without the need to reposition the patient.

6. Service life / life cycle

The expected service life of the Transaroll Silverboard is 5 years if it is used in accordance with the safety
instructions. There is no limitation to this period.

A longer or shorter service life is possible depending on the load. Usability may also end prematurely in the
event of relevant damage to the patient transfer aids.

7. Safety instructions / functional check

WARNING signifies a possible hazard that could lead to personal injury or
A material damage.

> Defective products must no longer be used.

> Slip hazard! Ensure that the patient does not slide off the bed, recliner, etc. during transfer or
repositioning.

> Risk of accident! Always make sure when using the Transaroll Silverboard that the bed, recliner or any
movable base is stable, i.e. that any brakes on it are locked.

> Ensure that the Transaroll Silverboard is stable on both sides at the transfer levels. The bridging of free
transfer levels must not exceed 15 cm.
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It is the responsibility of the user/institution to evaluate if multiple users may be needed for the transfer
or if additional safety measures must be taken.

Never leave the patient unsupervised on the Transaroll Silverboard.

The Transaroll Silverboard must not remain under the patient after transfer.

Pay attention, particularly when lifting the Transaroll Silverboard for a short time, that the patient is lying
securely on the board and cannot slide down.

Make sure that the transfers are performed by the users in a way that is back-friendly.

Weight limits must be observed (200 kg).

Repositioning products are also subject to a natural ageing process. Inspect the device regularly and carefully.
Ensure that the device is in impeccable condition and that the material has not been damaged (no tears or cuts
inthe cover, joint opening, tears, cuts, or spalling of the basic body).

Defective products must no ionger be used!

Precautions: do not use the board if it is damaged.
Unsuitability criteria: there is damage to the cover and/or undercover (tears, cuts, joint opening, adhesion of
covers to each other) or to the basic body of the board (tears, cuts, spalling).

The Transaroll Patient Transfer Aids are subject to the highest quality requirements.

The Transaroll Silverboard Patient Transfer Aids do not have accessories, are not intended for use in
connbination with other medical or non-medical products and are used independently.

The board does not contain any medicines, materials of animal or human origin.

The board is ready for use immediately after unpacking and does not require installation, setting up or other
steps for commissioning.

The board is not sterile and does not require sterilization before use.

The board is not a source of any radiation and therefore does not affect other medical devices. It is also not
affected by external factors from other medical devices.

Any serious incidents must be reported to the manufacturer and the competent authority in the Member State
where the user and/or patient is based.

8 Cleaning, care and disinfection

The silver cover must be cleaned with medical disinfectants prior to and after use each time a patient is
changed.

Disinfection is carried out by wiping with a cloth moistened with a disinfectant or spraying a disinfectant solution
onto the surface. Surfaces to be disinfected must be left to dry completely.

81 Undercover (blue)

When cleaning, do not use abrasive or bleaching agents and objects with sharp edges. The use of bleaching
agents or cleaning agents, including those that contain alcohol, can permanently impair the functional properties
of the blue undercover. The blue undercover can be easily disinfected using oxygen-based disinfectant
solutions or solutions containing alkyidimethylbenzylammonium chloride, polyhexamethylene guanidine
chloride.

For users in the Russian Federation, it is recommended to use for disinfection - Detergent disinfectant
"DeMoS", produced by LiG LLC, Russia (certificate of state registration RU 77.99.01.002.E.035064.09.11) or
similar products based on alkyidimethylbenzylammonium chloride and/or polyhexamethylene guanidine
chloride, approved for use.

If necessary, the undercover can be removed and disinfected separately.
82. Cover (silver)

When cleaning, do not use abrasive or bleaching agents and objects with sharp edges. The use of bleaching
agents can permanently impair the functional properties of the cover. The silver cover can be easily disinfected
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wing alcohol-based disinfectant solutions or solutions containing alkyldimethylbenzylammonium chloride,
polyhexamethylene guanidine chloride.

Forusers in the Russian Federation, it is recommended to use for disinfection:

- Detergent disinfectant "DeMoS", produced by LiG LLC, Russia (certificate of state registration RU
77.99.01.002. E.035064.09.11) or similar products based on alkyldimethylbenzylammonium chloride and/or
polyhexamethylene guanidine chloride, approved for use.

- Disinfectant "Avandez-A", produced by Dezos LLC, Russia (certificate of state registration RU
77.99.32.002. E.002145.06.21) or similar products based on ethyl, isopropyl or n-propyl alcohols, approved for
e

If necessary, the cover can be removed and disinfected separately.

83 Transaroll basic body

The board itself withstands a lot of wear and tear and can be cleaned using normal household cleaners.
Conventional cleaning: Use warm water and a mild cleaning agent for cleaning. If necessary, wipe the board
using a damp cloth and then leave it to dry thoroughly.

Disinfection: The board can be effortlessly disinfected using an alcohol-based disinfectant solution (based on
isopropyl, n-propyl, ethyl or other alcohols). Always leave to dry thoroughly.

The board is unsuitable for use in an autoclave due to the thermo-'sensitive structure of the material.

For users in the Russian Federation, it is recommended to use for disinfection:

- Disinfectant "Avandez-A", produced by Dezos LLC, Russia (certificate of state registration RU
77,99.32.002.E.002145.06.21) or similar products based on ethyl, isopropyl or n-propyl alcohols, approved for
use.

9. Product marking /CE

The Transaroll Silverboard is a Class | medical device and is compliant with EU Regulation 2017/745 of the
European Parliament and of the Council dated 05.04.2017 regarding medical devices (MDR),

We are certified as a manufacturer and distributor of medical devices in accordance with DIN EN ISO
9001:2015 as well as DIN EN ISO 13485:2016. Our medical products have, of course, passed the relevant
conformity assessment procedure and therefore bear the CE mark.

Individual product marking consists of two film labels of a special shape corresponding to the board form,
which [labels] are placed on the top and bottom sides of the board and contain the following information:
Information on the top label: name and address of the manufacturer, catalog number, batch code,
manufacturing date, maximum safe load, symbols of use, storage and transportation conditions, caution
symbols, instruction symbol, medical device symbol, risk class, UDI symbol, DataMatrix code, CE marking,
(details see in table "Symbols"), label revision (rev.), company logo, country of origin (Made in Germany).

Information on the bottom label: name of the design, manufacturing date, label revision (rev.), QR code, NFC
symbol, company logo.

(((NFC)))
The board marking contains a symbol ' ' indicating that there is an NFC tag containing information on the

board serial number. To read this information, use the pre-installed NFC application on your smartphone (if
available). To do this, you need to open the NFC application and bring your smartphone no more than 10 cm
away from the NFC symbol on the board; information on the serial number will be displayed on the smartphone
screen.
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Marking on the board has a DataMatrix code: when reading the code, the following saved information is
displayed: (01) GTIN (Global Trade Item Number GS1), (11) manufacturing date and (10) batch code.

Marking on the board has a QR code: when reading, it contains a link to the manufacturer's website.

Sample of board marking

DataMatrix code
cE ® T ..T'"® ca h Transatlaﬂ%(}?re
A K rr
IUO REF

LoT

Traosaroll Silverboard

Marking on the board packaging

The label contains the following information: name and address of the manufacturer, catalog number, batch
code, name of the design, size, foldable/non-foldable, manufacturing date, symbols of storage and
transportation conditions, instruction symbol, medical device symbol, risk class, UDI symbol, DataMatrix code,
CE marking, (see details in table "Symbols"), label revision (rev.), company logo, country of origin (Made in
Germany), web-page.

Sample of packaging marking
DataMatrix code
IREF 4500030 Iransafoll Silverboard

MD 130 XiO cm

ce f

1r.5rvit)4idic n Cc-mbH TAN e
1 5174r.co-Arip.jd-, ccnni V

jl.-civ‘:-,.mijr

Draft of additional marking on the packaging for the Russian Federation
In order to comply with Russian legislation, the marking in the form of a Russian-language stickers will be
applied in addition to the manufacturer's marking.

The marking in the form of a Russian-language sticker is additional to the manufacturer's marking, which
contains the catalog number, lot/batch number and warning symbols. Additional Russian-language marking is
applied next to the manufacturer's marking, without overlapping it. The data thereon complement each other
and must be taken into account as a whole.
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YcTpoiicTBO ANnd nepemMelleHns naymeHTa Transaroll,
BapuaHT ncnonHeHnus: Transaroll Silverboard Standard, cknagHoii

npoussoauTens;!'ransatlantic  Handels-Gesellschaft
Stoipe & Co. mbH, CnmeHcwTpacce 7
61267 Hoii-AHcnax, epmaHuns

MHopmaunsa o Homepe no kar. (REF), koge naptum (LOT), gare
Npov3BOACTBA YKa3aHa Ha MapkKMpoOBKe NPOU3BOAUTENA.
YNONHOMOYEHHbIV npeacTaButenb B PO: OO0 «BrnoCuctembi» 197022,
Poccusa, CaHkr-Metepbypr, yn.Mlpoceccopa Monosa, A.23, nuT.E,
Ten.: (812) 320-49-49 E-mail: main@ bioline.ru

«lopsivasn NMNMHUA» CyXObl TEXHUYECKOW nogaepxkn: 8-800-444-33-49

PerncrtpaumoHHoe ygoctosepeHme N9_ oT
General view of marking using an example of Transaroll Silverboard Standard, foldable

10 Standards and specifications applicable in whole or in part

DIN EN ISO 13485:2021-12 Medical devices - Quality management systems - Requirements for
regulatory purposes

DIN EN 1SO 14971:2020-07 Medical devices - Application of risk management to medical
devices

DIN EN 1SO 20417:2022-03 Medical devices - Information to be supplied by the manufacturer

DIN EN ISO 15233-1:2022-02 Medical devices - Symbols to be used with information to be

supplied by the manufacturer - Part 1: General requirements

DIN EN ISO 10993-1:2021-05 . _ . . . . .
Medical devices. Biological evaluation of medical devices. Part 1.

Evaluation and testing within a risk management process

DIN EN 1SO 10993-10:2014-10 _ ) ) ) ) ) )
Medical devices - Biological evaluation of medical devices. Part 10:
Tests for irritation and skin sensitization

DIN EN ISO 10993-11:2018-09
Medical devices. Biological evaluation of medical devices. Part 11.

Tests for systemic toxicity

Russian standards

GOST R 50444-2020 Medical instruments, apparatus and equipment. General technical
requirements

GOST R ISO 15223-1-2023 Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1: General requirements

1! Warranty
The warranty period is 3 years. This shall not extend to defects that are attributable to improper use or normal

wear and tear. Transatlantic shall not be held liable for accidental or indirect injury or material damage.
The warranty shelf life is 3 years.
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12 Waste disposal

Tre device must be disinfected before being taken out of operation and disposed of. The Transatlantic
Silverboard is not subject to any special disposal regulations. It must be disposed of in accordance with national
ad local legislation.

For the Russian Federation, it is recommended to dispose of the device in accordance with the rules
implemented by SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of the
territories of urban and rural settlements, for water bodies, potable water and potable water supply, air, soils,
lvng quarters, operation of industrial, public premises, organization and implementation of sanitary and anti-
epidemic (preventive) measures” as class A (epidemically non-hazardous waste).

Transatlantic Handels-Gesellschaft Stoipe & Co. mbH
= Siemensstralie 7
H I 61267 Neu-Anspach, Germany
Tel.: +49 (0)6081 9430-50
Fax: +49 (0)6081 9430-80

info@transat.de
www.transatlantic.de
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Instruction for use

Transaroll Patient Transfer Aids

In various designs
Transaroll Blueboard Mini, foldable
Transaroll Blueboard Mini, non-foldable
Transaroll Blueboard Standard, foldable
Transaroll Blueboard Long, foldable
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Symbols;

I\ |O Observe operating
I I I instructions
Bed-to bed transfer

Max. weight load

A Warning ((I Manufacturer % Mark of conformity

I Temperature range Keep away from ﬂVlDI Medical device
sunlight Designation

Nrrefl] Catalogue number LOT Batch no./Lot no. f f The bridging of free

transfer levels must not
Keep dry A Slip hazard

exceed 15 cm.
ILDI UDI - Unique Device NFC (N Field
Identification ear ke
et ((NFC))) Communication):
devices with NFC
support technology
can exchange the
data at close range
without connecting

Latex-free

Manufacturer:
Transatlantic Handels-Gesellschaft Stoipe & Co. mbH
Siemensstralie 7
LI j-l 61267 Neu-Anspach, Germany
Tel.: +49 (0)6081 9430-50
Fax: +49 (0)6081 9430-80

info@transat.de
www.transatlantic.de

Abbreviated name: Transatlantic

Authorized _representatlve. of the manufacturer in the Russian Federation providing warranty/post-
warranty service and support:

BioSystems LLC

Russia, 197022, Saint Petersburg, 23 Professora Popova Street Let E
Tel.: (812) 320-49-49, Fax (812) 320-49-40,

e-mail: main@bioline.ru

www.bioline.ru

Hotline 8-800-444-33-49
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. of the medical device and its designs:

ansaroll Patient Transfer Aids
l. Various designs:

Transaroll Silverboard Mini, foldable - 1 pc.
Transaroll Silverboard Mini, non-foldable - 1 pc.
Transaroll Silverboard Standard, foldable - 1 pc.
Transaroll Silverboard Special, foldable - 1 pc.
Transaroll Silverboard Special, non-foldable - 1 pc.
Transaroll Blueboard Mini, foldable - 1 pc.
Transaroll Blueboard Mini, non-foldable - 1 pc.
Transaroll Blueboard Standard, foldable - 1 pc.
Transaroll Blueboard Long, foldable - 1 pc.
. Transaroll Hygieneboard Mini, foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, design:
-60 cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
11. Transaroll Hygieneboard Mini, non-foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, design:
-60 cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
12. Transaroll Hygieneboard Standard, foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, design:
-60 cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
- 53 * 180 cm, 60 pcs per roll, perforated - from 1to 10 pcs

©CEONDUAWN P
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Il. Instruction for Use

Hereafter referred to as the Transaroll Patient Transfer Aids, the board, the medical device.
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1 Technical Specifications

Tre principle of the Patient Transfer Aids operation is based on the movement of two interacting surfaces
relative to each other, one of which is in a static state, and the other rotates around it.
The Transaroll Blueboard consists of 2 components - basic body and cover. The blue cover fits onto the basic

body and rotates freely around it.

Thebasic body may be foldable depending on the board design. The cover is removable and reusable.

Transaroll Blueboard

Transaroll Blueboard Standard, foldable
REF 4501100

11 Main technical specifications

1RE- Iltem designation / variants

4501100 Transaroll Blueboard Standard,
foldable

4500400 Transaroll Blueboard Mini, non-
foldable

4500403  Transaroll Blueboard Mini,
foldable

4500406  Transaroll  Blueboard Long,
foldable

Cover

Board

Dimensions*, L
XWX T, mm

1800x500x20

950 x 500 x20

950 x 500 x 20

1950x500x20

' Lifting for a short time no more than 30 seconds

Weight Max.
*, kg rolling
load, kg
200
1.800
200
0.990
200
0.990
1.960 200

Max.

tension

load**, kg
300
300
300

300

UDI-DI

(01)0405085604305
4(11)xx(10)xx
(01)0405085603638
4(11)xx(10)xx

(01)0405085603304
8(11)xx(10)xx

(01)0405085603304
9(11)xx(10)xx

The force applied by medical personnel to move the board horizontally with the patient placed on it

Design

Load

For all designs of Transaroll
Blueboard
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Maximum pushing force, no
more than:

150 kg
1235 N

more than:
200 kg 150 kg
165.0 N 148.0 N

Maximum traction force, no

200 kg
195.0 N
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12 Material

Part of the device Material Color Contact Property
type

Transaroll basic body Polyethylene, latex-free Black Direct short- Radiolucent

Cover for Transaroll Blueboard  Nylon Blue term contact

13 Packaging
The board is packaged with instructions for use in a clear plastic bag and
then placed in a brown cardboard box and sealed with a Transatlantic

adhesive tape.
Individual packaging is also a shipping packaging.

Box size varies depending on the board dimensions:

/

REF Item designation / variants Box size*, mm Gross weight*, kg
4501100 Transaroll Blueboard Standard, foldable 920 X 535 X 75 2.8
4500400 Transaroll Blueboard Mini, non-foldable 975 X 520 x 57 2.0
4500403 Transaroll Blueboard Mini, foldable 975 X 520 X 57 2.0
4500406 Transaroll Blueboard Long, foldable 975 x 520 X 57 3.0

tolerance of +10%

1.4 Use, storage and transportation conditions

Use:
Operating temperature*: +10°C+30°C°C
Humidity: Not determined, keep dry

Storage and transportation:

Storage temperature*: Board: +10°C+30°C

Storage conditions: Store in a dry place, protected from moisture; keep away from
sunlight

Humidity: Board: Not determined, keep dry

Transportation conditions*: +10°C+30°C A

‘Storage and transportation conditions are set by the manufacturer to preserve the structural behaviour of the
basic body and the sliding properties of the film.

Transportation is allowed by any type of covered means of transport subject to the recommended temperature
conditions.
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2 Indication / areas of application / intended use

Indication: No specific clinical picture can be given as an indication because of the various possible
applications. The Transaroll Blueboard is suitable for all applications on persons requiring assistance with lateral
transfers.

Areas of application: The Blueboard can be used to bridge gaps when two lying surfaces are positioned next
to each other (e g. nursing bed - nursing bed, nursing bed - shower trolley, nursing bed - operating table,
stretcher - examination table).

Intended use: The Transaroll board is suitable for gentle, pain-free and low-friction lateral transfer (by sliding)
of persons whose movement is limited.

Potential users: No special education or knowledge is required to use this board. Please read the instructions
carefully before use. Potential users are junior and middle grade medical staff after reading the instruction for
use.

3 Redeployment

The Transaroll Blueboards are intended for reuse. They are not a disposable medical device.
is essential to conduct a thorough functional check and to clean or disinfect the basic structure before using it
again.

4. Contraindications / risks of use

There are no known contraindications.

Before using the board, users must carefully read the Instruction for use, which describes in detail the procedure
and features of handling the device, including visual drawings. If users do not read the instructions for handling
the Transaroll Blueboard, the board may be handled incorrectly, which could result in damage to the health of
the patient and/or user. Observe the application instructions under point 5 and the safety instructions under
point 7.

The application risk analysis shows that the provided preventive measures do not require additional risk
management measures, provided that the handling rules and safety regulations described in this instruction are
observed.

It is the sole responsibility of the user to determine the suitability of the Transatlantic Blueboard for the specific
application. Transatlantic shall not be held accountable for any improper use of Transaroll products.
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5 Use/ placement of the board

Position the board to
the side, next to the
patient.

Ensure that the brake is
on!

Tilt the patient to the
side gently and place
the edge of the board
under the patient so

Position yourself next
to the patient, find a
support  point, and,
resting on the patient's
shoulder and hip, push
him in the transfer
direction.

To remove the board,
reposition the patient in
a short-term gentle
lateral position.

Keeping the patient in
lateral position, slide
the board from under
the patient.

that the patient's head,
shoulder girdle, and
pelvic region are on the
edge of the board.

M X

The Transaroll board is radiolucent, has no metal parts and can be used during X-ray, MRI, CT procedures
without the need to reposition the patient.

6. Service life / life cycle

The expected service life of the Transaroll Blueboard is 5 years if it is used in accordance with the safety
instructions. There is no limitation to this period.

A longer or shorter service life is possible depending on the load. Usability may also end prematurely in the
event of relevant damage to the patient transfer aids.

7. Safety instructions / functionai check

WARNING signifies a possibie hazard that could lead to personal injury or
)K material damage.

> Defective products must no longer be used.

> Slip hazard! Ensure that the patient does not slide off the bed, recliner, etc. during transfer or
repositioning.

> Risk of accident! Always make sure when using the Transaroll Blueboard that the bed, recliner or any
movable base is stable, i.e. that any brakes on it are locked.

> Ensure that the Transaroll Blueboard is stable on both sides at the transfer levels. The bridging of free
transfer levels must not exceed 15 cm.

> |t is the responsibility of the user/institution to evaluate if multiple users may be needed for the transfer
or if additional safety measures must be taken.

> Never leave the patient unsupervised on the Transaroll Blueboard.
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The Transaroll Bluebeard must not remain under the patient after transfer.

> Pay attention, particularly when lifting the Transaroll Bluebeard for a short time, that the patient is lying
securely on the board and cannot slide down.

> Make sure that the transfers are performed by the users in a way that is back-friendly.

> Weight limits must be observed (200 kg).

Repositioning products are also subject to a natural ageing process. Inspect the device regularly and carefully.
Ensure that the device is in impeccable condition and that the material has not been damaged (no tears or cuts
inthe cover, joint opening, tears, cuts, or spalling of the board basic body).

Precautions: do not use the board if it is damaged.
Unsuitability criteria: there is damage to the cover (tears, cuts, joint opening) or to the basic body of the board
(tears, cuts, spalling).

The Transaroll Patient Transfer Aids in various designs are subject to the highest quality requirements.

The Transaroll Blueboard Patient Transfer Aids do not have accessories, are not intended for use in
combination with other medical or non-medical products and are used independently.

The board does not contain any medicines, materials of animal or human origin.

The board is ready for use immediately after unpacking and does not require installation, setting up or other
steps for commissioning.

The board is not sterile and does not require sterilization before use.

The board is not a source of any radiation and therefore does not affect other medical devices. It is also not
affected by external factors from other medical devices.

Any serious incidents must be reported to the manufacturer and the competent authority in the Member State
where the user and/or patient is based.

8. Cleaning, care and disinfection

The cover must be cleaned with medical disinfectants prior to and after use each time a patient is changed.
Disinfection is carried out by wiping with a cloth moistened with a disinfectant or spraying a disinfectant solution
onto the surface. Surfaces to be disinfected must be left to dry completely.

8.1. Cover (blue)

When cleaning, do not use abrasive or bleaching agents and objects with sharp edges. The use of bleaching
agents or cleaning agents, including those that contain alcohol, can permanently impair the functional properties
of the blue undercover. The blue cover can be easily disinfected using oxygen-based disinfectant solutions or
solutions containing alkyidimethylbenzylammonium chloride, polyhexamethylene guanidine chloride.

For users in the Russian Federation, it is recommended to use for disinfection - Detergent disinfectant "DeMoS",
produced by LiG LLC, Russia (certificate of state registration RU 77.99.01.002.E.035064.09.11) or similar
products based on alkyidimethylbenzylammonium chloride and/or polyhexamethylene guanidine chloride,
approved for use.
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If necessary, the cover can be removed. The Transroll Blueboard cover can be washed at 60°C and dried at low
temperatures (40-50°C). Use a mild detergent! Don't use a softener!

Washing at 60° D Tumble drying at low temperature
W - Do not use bleaching agents Do not iron
Do not dry clean Latex-free

The cover is unsuitable for use in an autoclave due to the thermo-'sensitive structure of the material.

8.2. Basic body

The board itself withstands a lot of wear and tear and can be cleaned using normal household cleaners.
Conventional cleaning; Use warm water and a mild cleaning agent for cleaning. If necessary, wipe the board
using a damp cloth and then leave it to dry thoroughly.

Disinfection: The board can be effortlessly disinfected using an alcohol-based disinfectant solution (based on
isopropyl, n-propyl, ethyl or other alcohols). Always leave the solution to dry thoroughly.

The board is unsuitable for use in an autoclave due to the thermo-'sensitive structure of the material.

For users in the Russian Federation, it is recommended to use for disinfection:

- Disinfectant "Avandez-A", produced by Dezos LLC, Russia (certificate of state registration RU
77.99.32.002.E.002145.06.21) or similar products based on ethyl, isopropyl or n-propyl alcohols, approved for
use.

9. Product marking /CE

The Transaroll Blueboard is a Class | medical device and is compliant with EU Regulation 2017/745 of the
European Parliament and of the Council dated 05.04.2017 regarding medical devices (MDR).

We are certified as a manufacturer and distributor of medical devices in accordance with DIN EN ISO
9001:2015 as well as DIN EN 1SO 13485:2016. Our medical products have, of course, passed the relevant
conformity assessment procedure and therefore bear the CE mark.

Individual product marking consists of two film labels of a special shape corresponding to the board form,
which [labels] are placed on the top and bottom sides of the board and contain the following information:
Information on the top label: name and address of the manufacturer, catalog number, batch code,
manufacturing date, maximum safe load, symbols of use, storage and transportation conditions, caution
symbols, instruction symbol, medical device symbol, risk class, UDI symbol, DataMatrix code, CE marking,
(details see in table "Symbols"), label revision (rev.), company logo, country of origin (Made in Germany).

Information on the bottom label: name of the design, manufacturing date, label revision (rev.), QR code, NFC
symbol, company logo.

dmre»))

The board marking contains a symbol indicating that there is an NFC tag containing information on the
board serial number. To read this information, use the pre-installed NFC application on your smartphone (if
available). To do this, you need to open the NFC application and bring your smartphone no more than 10 cm
away from the NFC symbol on the board; information on the serial number will be displayed on the smartphone
screen.

Marking on the board has a DataMatrix code: when reading the code, the following saved information is
displayed: (01) GTIN (Global Trade Iltem Number GS1), (11) manufacturing date and (10) batch code.
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Marking on the board has a QR code: when reading, it contains a link to the manufacturer's website.

Sample of board marking

tl, 4MFUjil Hu® 0 1)

Marking on the board packaging
The label contains the following information: name and address of the manufacturer, catalog number, batch

code, name of the design, size, foldable/non-foldable, manufacturing date, symbols of storage and
transportation conditions, instruction symbol, medical device symbol, risk class, UDI symbol, DataMatrix code,
CE marking, (see details in table "Symbols"), label revision (rev,), company logo, country of origin (Made in

Germany), web-page.

Sample of packaging marking

fiEF 4501100 Transaroi Blucboard DataMatrix code
Y loRoc

oM mp o C o wa

cc {

] wm i <k ™ 1S4

Draft of additional marking on the packaging for the Russian Federation
In order to comply with Russian legislation, the marking in the form of a Russian-language stickers will be

applied in addition to the manufacturer's marking.

The marking in the form of a Russian-language sticker is additional to the manufacturer's marking, which
contains the catalog number, lot/batch number and warning symbols. Additional Russian-language marking is
applied next to the manufacturer's marking, without overlapping it. The data thereon complement each other
and must be taken into account as a whole.
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YCTpOMWCTBO ANS nepemeweHnsa naymeHTa Transaroll,
BapuaHT NcnosiHeHusa; Transaroll Blueboard Mini, HecknagHol

npounsBoanTenb:Transatlantic Handels-Gesellschaft Stoipe
& Co. mbH, CumeHcwTpacce 7
61267 Hoit-AHcnax, epmanus

MH(popmauna o Homepe no kaTt. (REF), koge naptum (LOT), pate
npon3BOACTBa yKkaszaHa Ha MapkMpoBKe NPON3BOAUTESNSA.
YNno/iHOMOYeHHbIi npegcTaButens B Pd: OO0 «bnoCucrtembl» 197022,
Poccusa, CaHkr-Metepbypr, yn.Mpodeccopa Monosa, A4.23, nuT.E,
Ten.: (812) 320-49-49 E-mail: main@ bioline.ru

«Fopsiyast MMHUA» cNyX6bl TEXHMYECKOW Nogaepxku: 8-800-444-33-49

PernctpaunoHHoe ygoctoBepeHue Ne_ oT

General view of marking using an example of Transaroll Blueboard Mini, non-foldable

10. Standards and specifications applicable in whole or in part

DIN EN ISO 13485:2021-12 Medical devices - Quality management systems - Requirements for
regulatory purposes

DIN EN I1SO 14971:2020-07 Medical devices - Application of risk management to medical
devices

DIN EN 1SO 20417:2022-03 Medical devices - Information to be supplied by the manufacturer

DIN EN ISO 15233-1:2022-02 Medical devices - Symbols to be used with information to be

supplied by the manufacturer - Part 1: General requirements

DIN EN I1SO 10993-1:2021-05 : . . _ . . .
Medical devices. Biological evaluation of medical devices. Part 1

Evaluation and testing within a risk management process

DIN EN I1SO 10993-10:2014-10
Medical devices - Biological evaluation of medical devices. Part 10:

Tests for irritation and skin sensitization

DIN EN ISO 10993-11:2018-09
Medical devices. Biological evaluation of medical devices. Part 11.

Tests for systemic toxicity

For the Russian Federation:

Russian standards

GOST R 50444-2020 Medical instruments, apparatus and equipment. General technical
requirements

GOST RISO 15223-1-2023 Medical devices - Symbols to be used with information to be

supplied by the manufacturer - Part 1. General requirements

11. Warranty
The warranty period is 3 years. This shall not extend to defects that are attributable to improper use or normal
wear and tear. Transatlantic shall not be held liable for accidental or indirect injury or material damage.

The warranty shelf life is 3 years.

12. Waste disposal
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The device must be disinfected before being taken out of operation and disposed of. The Transatlantic

Blueboard is not subject to any special disposal regulations. It must be disposed of in accordance with national
and local legislation.

For the Russian Federation, it is recommended to dispose of the device in accordance with the rules
implemented by SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of the
territories of urban and rural settlements, for water bodies, potable water and potable water supply, air, soils,
living quarters, operation of industrial, public premises, organization and implementation of sanitary and anti-
epidemic (preventive) measures" as class A (epidemically non-hazardous waste).

- Transatlantic Handels-Gesellschaft Stoipe & Co. mbH
Siemensstrale 7

I J 61267 Neu-Anspach, Germany
Tel.: +49 (0)6081 9430-50
Fax: +49 (0)6081 9430-80

info@transat.de
www.transatlantic.de

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



For the Russian Federation only
Rev. 2.2

) Transatlantic Care

Pfodukte luf eme hoile Wei:

Instruction for use

Transaroll Patient Transfer Aids

In various designs
Transaroll Hygieneboard Mini, foldable, with accessories

Transaroll Hygieneboard Mini, non-foldable, with accessories
Transaroll Hygieneboard Standard, foldable, with accessories
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Symbols:

K

IA
I

Bed-to bed transfer

Warning

Temperature range

Catalogue number

Te

Max. weight load

Manufacturer

Keep away from
sunlight

Batch no./Lot no.

IMD]

Observe operating
instructions

Mark of conformity

Medical device
Designation

The bridging of free

beel LOT I f transfer levels must not
exceed 15 cm.
Keep dry A Slip hazard Latex-free
UDI - Unique Device .

IUDlI Identification ((NFC))) NFC (Ne.ar.Flel.d No reusable
Communication): (only for disposable
devices with NFC sliding film)
support technology
can exchange the Distributor  (only  for
data at close range disposable sliding film)
without connecting

Manufacturer:

Transatlantic Handels-Gesellschaft Stoipe & Co. mbH
Siemensstralie 7
61267 Neu-Anspach, Germany
Tel.: +49 (0)6081 9430-50
Fax: +49 (0)6081 9430-80
info@transat.de
www.transatlantic.de
Abbreviated name: Transatlantic
Authorized representative of the manufacturer in the Russian Federation, providing warranty/post-

warranty service and support:

BioSystems LLC

Russia, 197022, Saint Petersburg, 23 Professora Popova Street, Let. E
Tel.: (812) 320-49-49, Fax (812) 320-49-40,

e-mail: main@bioline.ru

www.bioline.ru

Hotline 8-800-444-33-49
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Name of the medical device and its designs:

Transaroll Patient Transfer Aids
I.  Various designs:

1 Transaroll Silverboard Mini, foldable - 1 pc.

2. Transaroll Silverboard Mini, non-foldable - 1 pc.

3. Transaroll Silverboard Standard, foldable - 1 pc.

4. Transaroll Silverboard Special, foldable - 1 pc.

5. Transaroll Silverboard Special, non-foldable - 1 pc.

6. Transaroll Blueboard Mini, foldable - 1 pc.

7. Transaroll Blueboard Mini, non-foldable - 1 pc.

8. Transaroll Blueboard Standard, foldable - 1 pc.

9. Transaroll Blueboard Long, foldable - 1 pc.

10. Transaroll Hygieneboard Mini, foldable, with accessories - 1 pc.:

Accessories:
Disposable sliding film, design:
-60cm * 100 m, aroll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
11. Transaroll Hygieneboard Mini, non-foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, design:
-60 cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
12. Transaroll Hygieneboard Standard, foldable, with accessories - 1 pc.:
Accessories:
Disposable sliding film, design:
-60cm * 100 m, a roll - from 1to 10 pcs
-60 cm * 100 m, a roll in a dispenser box - from 1to 10 pcs
- 53 * 180 cm, 60 pcs per roll, perforated - from 1to 10 pcs

Il. Instruction for Use

Hereafter referred to as the Transaroll Patient Transfer Aids, the board, the medical device.
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1 Technical Specifications

11 Main technical specifications
The principle of the Patient Transfer Aids operation is based on the movement of two interacting surfaces
relative to each other, one of which is in a static state, and the other rotates around it.
The Transaroll Hygieneboard consists of 2 components - basic body and disposable sliding film which is an
accessory to the board.
The basic body may be foldable depending on the board design. The green disposable sliding film fits onto the
basic body and rotates freely around it. The sliding film is removable and disposable.

The user can select one or more designs of the disposable sliding film: in a roll or in a dispenser box with the
ability to cut off any required length of the film, or in a roll with perforations for tearing off the film 180 cm long.

Standard, foldable

REF 4500026

No.

Disposable sliding film

The Transaroll Hygieneboard should be used together with a disposable sliding film on a roll (accessory).
The disposable sliding film is a polyethylene sleeve that is tearproof, latex-free, nonirritant, biocompatible
and food-safe.
For convenience of the user, the disposable sliding film is available in several designs; in a roll for
independently cutting the film to the required length, or in a roll with perforations for tearing off the film of a
specified size. Depending on the needs, the medical institution can select one or more of the possible
suitable sliding film designs, in quantities from 1to 10 rolls.

REF

4500036

4400200

4400203

4500035

Iltem designation / variants

Hygieneboard
foldable:

Accessories;
Disposable sliding film,
-60 cm * 100 m, a roll

Mini,

Disposable sliding film,

- 60 cm * 100 m, a roll in a
dispenser box
Hygieneboard Mini
foldable

Accessories:

non-
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Dimensions*, L X

W XxT

950 x500 X 20 mm

100 M x 600 mm

100 m X 600 mm

950 x 500 x 20 mm

Weight*  Max.

. kg rolling
load, kg

0.700 200

6.180

6.360

0.700 200

Short-
term max.
weight
load**, kg
300

300

UDI-DI

(01)04050856042
156(11)xx

(01)42503553606
01(10)x

(01)42503553606
56(10)x

01)040508560421
49(11)xx



4400200

4400203

3 4500026

4400200

4400203

4400204

Disposable sliding film,

-60 cm * 100 m, a roll - max.
10 pcs

Disposable sliding film,

- 60 cm * 100 m, a roll in a
dispenser box

Hygieneboard
foldable
Accessories:
Disposable sliding film,

- 60 cm * 100 m, a roll - max.
10 pcs

Disposable sliding film,

- 60 cm * 100 m, a roll in a
dispenser box

Standard,

Disposable sliding film,
- 53 * 180 cm, 60 pcs per
roll, perforated

100 m x 600 mm 6.180
100 M X 600 mm 6.360
1800 x 500 x 20 1.750
mm

100 M X 600 mm 6.180
100 m X 600 mm 6.360
1800 x 530 mm, 6.300

60 pcs

(01)42503553606
01(10)x

(01)42503553606
56(10)x

200 300 (01)04050856035

493 (11)xx

(01)42503553606
01(10)x

(01)42503553606
56(10)x

(01)42503553947
29 (10)x

* Dimensions and weight are indicated taking into account the acceptable tolerance of £10%
** Lifting for a short time no more than 30 seconds

The force applied by medical personnel to move the board horizontally with the patient placed on it

Design
Load

For all designs of

1.3. Material
Part of the device

Transaroll basic body

Transaroll Hygieneboard
Material
Polyethylene,
he board (all LDPE

Sliding film for t
designs)

1.3 Packaging

Maximum pushing force,
more than:

150 kg 200 kg

150.0 N 200.0 N
Color

latex-free Black
Green

no

Maximum traction force, no

more than:
150 kg 200 kg
160.0 N 205.0 N
Contact Property
type
Direct short-
term contact Radiolucent

The board is packaged with instructions for use in a clear plastic bag and
then placed in a brown cardboard box and sealed with a Transatlantic
adhesive tape.

The disposable sliding film for the Transaroll Hygienboard on a roll and is

placed

in a cardboard box.

Individual packaging is also a shipping packaging.
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Box size varies depending on the board dimensions:

REF Variants and accessories Box size*, mm Gross weight*, kg

4500036 Transaroll Hygieneboard Mini, foldable 975 X 520 X 57 17

4530035 Transaroll  Hygieneboard Mini, non- 975 X520 X 57 17
foldable

4500026 Transaroll Hygieneboard Standard 920 X535 X 75 2.7
foldable

4400200 Disposable sliding film, 660x155x155 6.6
-60 cm * 100 m, a roll

4400203 Disposable sliding film, 660 X 155 X 155 6.8
-60 cm * 100 m, a roll in a dispenser box

4400204 Disposable sliding film, 660x155x155 6.8

- 53 * 180 cm, 60 pcs per roll, perforated
* Dimensions and gross weight (in a shipping packaging) are indicated taking into account the accepted
tolerance of +10%

1.4 Use, storage and transportation conditions

Use:
Operating temperature*: +10°C+30°C°C
Humidity: Not determined, keep dry

Storage and transportation:

Storage temperature*: Board: +10X+30°C
Disposable sliding film: +10°C+25°C

Storage conditions: Store in a dry place, protected from moisture; keep away from
sunlight

Humidity: Board: Not determined, keep dry
Disposable sliding film: 50-75%

Transportation conditions*: +10°C+30X

‘Storage and transportation conditions are set by the manufacturer to preserve the structural behaviour of the
basic body and the sliding properties of the film.

Transportation is allowed by any type of covered means of transport subject to the recommended temperature
conditions.

Disposable sliding film: Protecting the sliding film from dirt, heat, moisture and sunlight is essential, otherwise
the sliding properties may be significantly impaired, so it is essential to comply with storage conditions specified
in this section.

Opened rolls of disposable sliding film should be used within 6 months.

2. Indication / areas of application / intended use

Indication: No specific clinical picture can be given as an indication because of the various possible
applications. The Transaroll Hygieneboard is suitable for all applications on persons requiring assistance with
lateral transfers.

Areas of application: The Transaroll Hygieneboard can be used to bridge gaps when two lying surfaces are
positioned next to each other (e.g. nursing bed - nursing bed, nursing bed - shower trolley, nursing bed -

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

59



operating table, stretcher - examination table). Through the use of disposable sliding film, the Hygieneboard is
recommended to use in cases where hygiene is critical (surgical department. X-ray department, intensive care
unit, general medicine ward). By virtue of its exceptional sliding properties, the sliding film also simplifies
complex transfers.

Intended use: The Transaroll board is suitable for gentle, pain-free and low-friction lateral transfer (by sliding)
of persons whose movement is limited.

Potential users: No special education or knowledge is required to use this board. Please read the instructions
carefully before use. Potential users are junior and middle grade medical staff after reading the instruction for
use.

3. Redeployment

The Transaroll Hygieneboard basic body is intended for reuse.

It is essential to conduct a thorough functional check and to clean or disinfect the basic structure before using it
again.

The disposable sliding film can be used several times to transfer the same patient. Then it must be removed
from the basic body and disposed of

4, Contraindications / risks of use

There are no known contraindications.

Before using the board, users must carefully read the Instruction for use, which describes in detail the procedure
and features of handling the device, including visual drawings. If users do not read the instructions for handling
the Transaroll Hygieneboard, the board may be handled incorrectly, which could result in damage to the health
of the patient and/or user. Observe the application instructions under point 5 and the safety instructions under
point 7.

The application risk analysis shows that the provided preventive measures do not require additional risk
management measures, provided that the handling rules and safety regulations described in this instruction are
observed.

It is the sole responsibility of the user to determine the suitability of the Transaroll Hygieneboard for the specific
application. Transatlantic shall not be held accountable for any improper use of Transaroll products.

5. Use / placement of the board

Before transferring the patient, a disposable sliding film must be placed on the Hygieneboard basic body.
Depending on design of the sliding film, perform the following actions:

4400200 Disposable sliding film,
-60 cm * 100 m, a roll - max. 10 pcs
Open the cover of the box.
>> Turn the roll in the box so that the end of the sliding film is on top.
Remove the protective tape from the roll
Pull the end of the sliding film with hands out of the box and draw the required length out of the box.
Hold the sliding film with one hand.
> With your other hand, put the cutter knife to the side of the box.
Cut the disposable sliding film off in one continuous motion.

4400203 Disposable sliding film,
-60 cm * 100 m, a roll in a dispenser box

>> Open the cover of the dispenser box.
> Remove the sliding film cutter and cord.
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Turn the roll in the box so that the end of the sliding film is on top.

Remove the protective tape from the roll.

Using both hands, pull the end of the sliding cover about 50cm out of the box.
s Pull the end of the sliding film out of the dispenser box.

Close the cover of the box.

Cutting the disposable sliding film to length
Pull the required length of the sliding film with hands out of the box.
Hold the sliding film with one hand.

5" With your other hand, put the cutter knife to the cover of the box.
Cut the disposable sliding film off in one continuous motion.

Recommendation: To get a precise straight cut, you can also run the cutter along the edge of the dispenser box
cover.

The text on the surface of the disposable film is printed at intervals of approximately 50 cm, which helps visually
determine the required length.

The cord can be used to secure the cutter to the dispenser box or other place using an adhesive tape.

4400204 Disposable sliding film,
- 53 * 180 cm, 60 pcs per roll, perforated

>> Open the cover of the box.
Turn the roll in the box so that the end of the sliding film is on top.
Remove the protective tape from the roll

Pull the end of the sliding film with hands out of the box and draw the required length (before perforation
holes) out of the box.

Hold the sliding film with one hand.
i"With your other hand, tear off the film along the perforation holes by pulling it from one edge.

Put the disposable sliding film over the basic body of the Hygieneboard. Now it can be used.

O Position the board to Position yourself next
f) the side, next to the to the patient, find a
patient. support  point, and,

resting on the patient's
shoulder and hip, push
him in the transfer

direction.
Ensure that the brake is To remove the board,
on! reposition the patient in

a short-term gentle
lateral position.

Tilt the patient to the O Keeping the patient in
side gently and place lateral position, slide
the edge of the board the board from under
under the patient so the patient.

that the patient's head,
shoulder girdle, and
pelvic region are on the
edge of the board.

The Transaroll Hygieneboard is radiolucent, has no metal parts and can be used during X-ray, MRI, CT
procedures without the need to reposition the patient.
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6. Service life / life cycle

The expected service life of the Transaroll Hygieneboard is 5 years if it is used in accordance with the safety
instructions. There is no limitation to this period.

A longer or shorter service life is possible depending on the load. Usability may also end prematurely in the
event of relevant damage to the patient transfer aids.

Accessories (disposable sliding film of all designs) have the following shelf life: shelf life of the packaged sliding
film is 4 years from the manufacturing date; upon opening the packaging, the disposable sliding film should be
used within 6 months to ensure the required sliding properties.

7. Safety instructions / functional check

WARNING signifies a possible hazard that could lead to personal injury or
A material damage.

> Defective products must no longer be used.

> Slip hazard! Ensure that the patient does not slide off the bed, recliner, etc. during transfer or
repositioning.
Risk of accident! Always make sure when using the Transaroll Hygieneboard that the bed, recliner or
any movable base is stable, i.e. that any brakes on it are locked.

> Ensure that the Transaroll Hygieneboard is stable on both sides at the transfer levels. The bridging of
free transfer levels must not exceed 15 cm.
It is the responsibility of the user/institution to evaluate if multiple users may be needed for the transfer
or if additional safety measures must be taken.

> Never leave the patient unsupervised on the Transaroll Hygieneboard.

> The Transaroll Hygieneboard must not remain under the patient after transfer.

> Pay attention, particularly when lifting the Transaroll Hygieneboard for a short time, that the patient is
lying securely on the board and cannot slide down.

> Make sure that the transfers are performed by the users in a way that is back-friendly.

>  Weight limits must be observed (200 kg).

> Risk of injury due to cutter/cutter knife! Follow the safety instructions when using a dispenser box with a
disposable sliding film.
The disposable sliding film can be used several times to transfer the same patient. Then it must be
removed from the board basic body and disposed of.
The disposable sliding film cannot be reused for another patient.

> Remove the disposable sliding film after each patient is transferred.

> Opened rolls of disposable sliding film should be used within 6 months. It is necessary to protect
opened rolls from contamination, heat, moisture and sunlight, otherwise the sliding properties of the film
may deteriorate significantly.
A damaged disposable sliding film or cover that has lost its sliding properties due to improper use or
storage should not be used.

Repositioning products are also subject to a natural ageing process. Inspect the device regularly and carefully.
Ensure that the device is in impeccable condition and that the material has not been damaged (no tears or cuts
in the sliding film, or tears, cuts, spalling of the board basic body).

The disposable sliding film is also subject to a natural ageing process. Inspect it regularly and carefully. Ensure
that the disposable film is in good condition and that the material has not been damaged (no tears or cuts).
Check that the smooth surface of the disposable sliding film allows it to slide and move easily over the surface.
Check these properties of the film - in comparison with a new film at its best.

Defective products must no longer be used!

Precautions: do not use the board if it is damaged.
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Unsuitability criteria: damage to the basic body of the board (tears, cuts, spalling), damage to the disposable
sliding film (tears, cuts) or sliding property loss.

The Transaroll Patient Transfer Aids are subject to the highest quality requirements.

The Transaroll Hygieneboard Patient Transfer Aids have accessories for its combined application, are not
intended for use in combination with other medical or non-medical products and are used independently.

The board does not contain any medicines, materials of animal or human origin.

The board is ready for use immediately after unpacking and does not require installation, setting up or other
steps for commissioning.

The board is not sterile and does not require sterilization before use.

The board is not a source of any radiation and therefore does not affect other medical devices. It is also not
affected by external factors from other medical devices.

Any serious incidents must be reported to the manufacturer and the competent authority in the Member State
where the user and/or patient is based,

8. Cleaning, care and disinfection

8.1. Disposabie sliding fiim (green) (accessory to the Transaroii Hygieneboard)
The disposable sliding film can be used several times to transfer the same patient. Then it must be removed
from the board basic body and disposed of. Cleaning and disinfection are not required,

8.2. Basic body

The board itself withstands a lot of wear and tear and can be cleaned using normal household cleaners.
Conventional cleaning: Use warm water and a mild cleaning agent for cleaning. If necessary, wipe the board
using a damp cloth and then leave it to dry thoroughly.

Disinfection: The board can be effortlessly disinfected using an alcohol-based disinfectant solution (based on
isopropyl, n-propyl, ethyl or other alcohols). Always leave the solution to dry thoroughly.

The board is unsuitable for use in an autoclave due to the thermo->sensitive structure of the material.

For users in the Russian Federation, it is recommended to use for disinfection: - Disinfectant "Avandez-A",
produced by Dezos LLC, Russia (certificate of state registration RU 77.99.32.002.E.002145.06,21) or similar
products based on ethyl, isopropyl or n-propyl alcohols, approved for use.

9. Product marking /CE

The Transaroll Hygieneboard is a Class | medical device and is compliant with EU Regulation 2017/745 of the
European Parliament and of the Council dated 05.04.2017 regarding medical devices (MDR).

We are certified as a manufacturer and distributor of medical devices in accordance with DIN EN ISO
9001:2015 as well as DIN EN ISO 13485:2016. Our medical products have, of course, passed the relevant
conformity assessment procedure and therefore bear the CE mark.

Individual product marking consists of two film labels of a special shape corresponding to the board form,
which [labels] are placed on the top and bottom sides of the board and contain the following information:
Information on the top label: name and address of the manufacturer, catalog number, batch code,
manufacturing date, maximum safe load, symbols of use, storage and transportation conditions, caution
symbols, instruction symbol, medical device symbol, risk class, UDI symbol, DataMatrix code, CE marking,
(details see in table "Symbols"), label revision (rev.), company logo, country of origin (Made in Germany).

Information on the bottom label: name of the design, manufacturing date, label revision (rev.), QR code, NFC
symbol, company logo.

««"»
The board marking contains a symbol (« ) indicating that there is an NFC tag containing information on the
board serial number. To read this information, use the pre-installed NFC application on your smartphone (if
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available). To do this, you need to open the NFC application and bring your smartphone no more than 10 cm
away from the NFC symbol on the board; information on the serial number will be displayed on the smartphone
screen.

Marking on the board has a DataMatrix code: when reading the code, the following saved information is
displayed; (01) GTIN (Global Trade Item Number GS1), (11) manufacturing date and (10) batch code.

Marking on the board has a QR code: when reading, it contains a link to the manufacturer's website.

Sample of board marking

Marking on the board packaging

The label contains the following information: name and address of the manufacturer, catalog number, batch
code, name of the design, size, foldable/non-foldable, manufacturing date, symbols of storage and
transportation conditions, instruction symbol, medical device symbol, risk class, UDI symbol, DataMatrix code,
CE marking, (see details in table "Symbols"), label revision (rev.), company logo, country of origin (Made in
Germany), web-page.
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Sample of packaging marking

4500026 Transaroll Hygieneboard — DataMatrix code
. Standard
SR

L VR T -]

CE + K.~ B
ol

Tracsailentic 8 Co.mbH
th-ulolmmwm 2047001

Draft of additional marking on the packaging for the Russian Federation
In order to comply with Russian legislation, the marking in the form of a Russian-language stickers will be
applied in addition to the manufacturer's marking.

The marking in the form of a Russian-language sticker is additional to the manufacturer's marking, which
contains the catalog number, lot/batch number and warning symbols. Additional Russian-language marking is
applied next to the manufacturer's marking, without overlapping it. The data thereon complement each other
and must be taken into account as a whole.

YcTpoiicTBO A5 NepeMel,eHns naynenTta Transaroll,
BapuaHT ucnosHeHna: Hygieneboard Standard, cknagHoii

npounsBoguTenb:Transatlantic Handels-Gesellschaft Stoipe &
Co. mbH, CumeHcwTpacce 7
61267 Holi-AHcnax, FepmaHus

MH(popmauna o Homepe no kaTt. (REF), koge naptumn (LOT), paTte
npon3BOACTBa YKasdaHa Ha MapknpoBke NMponsBoanTens.
YNonHOMOUYEHHbIF NpeactaBuTens B P®: OO0 «buoCucrtembl» 197022,
Poccus, CankT-Metepbypr, yn.Mpodeccopa [llonosa, A4.23, nut.E,
Ten.; (812) 320-49-49 E-mail: main@bioline.ru

«rFopsyasa NMHNUA» CNyX0bl TEXHUYECKOW noapepxkun: 8-800-444-33-49

PernctpauvnoHHoe ygoctoBepeHue Ne_ oT

General view of marking using an example of Transaroll Hygieneboard Standard, foldable

Marking for packaging of the disposable sliding film

The label contains the following information: name and address of the manufacturer, name and address of the
distributor, catalog number, name of the design, size, quantity, batch code, manufacturing date, symbols of use,
storage and transportation conditions, non-reusable symbol, instruction symbol, medical device symbol, risk
class, UDI symbol, DataMatrix code, CE marking, (see details in table "Symbols"), label revision (rev.), company
logo, country of origin (Made in Germany), web-page.
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Example of the marking for packaging of the disposable sliding film

DataMatrix code

OpHopasoBoe ckosb3suee nokpbiTue - pasmep 60 cm *100 m B pynone

MpuHagnexHocTb AN YCTpoicTBa ANA nepeMeweHWs nayueHTa

Transaroll Hygieneboard B BapnaHTax McrnosiHeHUs
npoussoguTens:Tran$allanllc Handels-Gesellschaft Stoipe &

Co. TbH, CumeHcwTpacce 7
61267 Hoii-AHcnax, FepmaHus

MHopmauna o Homepe no kaTt. (REF), koge napTtum (LOT), pate

nponsBoAcCTBa yKazaHa Ha MapKUWpoBKe npoun3soguntens.

YnonHoMouYeHHbIi npegctaButenb B P®: OO0 «bnoCucrtembl» 197022,
Poccusa, Cankrt-Metepbypr, yn.Mpodeccopa [Monosa, p4.23, nuT.E,
Ten.: (812) 320-49-49 E-mail: main@ bioline.ru

«Fopsvyast TMHUA» CNYXObl TEXHUYECKOW noaaepxku: 8-800-444-33-49

PeructpaunoHHoe ygoctosepeHue Ne_

oT

General view of marking using an example of the Disposable sliding film - 60 cm * 100 m, a roll

10. Standards and specifications applicable in whole or in part

DIN EN ISO 13485:2021-12

DIN EN I1SO 14971:2020-07

DIN EN I1SO 20417:2022-03

DIN EN ISO 15233-1:2022-02

DIN EN ISO 10993-1:2021-05

DIN EN ISO 10993-10:2014-10

DIN EN ISO 10993-11:2018-09
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Medical devices - Quality management systems - Requirements for
regulatory purposes

Medical devices - Application of risk management to medical
devices

Medical devices - Information to be supplied by the manufacturer

Medical devices - Symbols to be used with information to be
supplied by the manufacturer - Part 1. General requirements

Medical devices. Biological evaluation of medical devices. Part 1
Evaluation and testing within a risk management process

Medical devices - Biological evaluation of medical devices. Part 10:
Tests for irritation and skin sensitization

Medical devices. Biological evaluation of medical devices. Part 11.
Tests for systemic toxicity
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For the Russian Federation:
Russian standards
GOST R 50444-2020 Medical instruments, apparatus and equipment. General technical
requirements

GOST R ISO 15223-1-2023 Medical devices - Symbols to be used with information to be

supplied by the manufacturer - Part 1. General requirements

11. Warranty

The warranty period is 3 years. This shall not extend to defects that are attributable to improper use or normal
wear and tear. Transatlantic shall not be held liable for accidental or indirect injury or material damage.

The manufacturer guarantees the properties of the Disposable sliding film throughout the entire shelf life (4
years).
The warranty shelf life is 3 years.

12. Waste disposal

The disposable sliding film should be removed from the board after its using and disposed of separately in
accordance with state and local regulations.

The device must be disinfected before being taken out of operation and disposed of. There are no special
recommendations of disposal for Transaroll Hygieneboard. It must be disposed of in accordance with national
and local legislation.

For the Russian Federation, it is recommended to dispose of the device in accordance with the rules
implemented by SanPiN 2.1.3684-21 "Sanitary and epidemiological requirements for maintenance of the
territories of urban and rural settlements, for water bodies, potable water and potable water supply, air, soils,
living quarters, operation of industrial, public premises, organization and implementation of sanitary and anti-
epidemic (preventive) measures":

Disposable sliding film - as class b (epidemically hazardous waste).

Basic body of the board (after preliminary disinfection) - as class A (epidemically non-hazardous waste).

Transatlantic Handels-Gesellschaft Stoipe & Co. mbH
SiemensstraBe 7
M 61267 Neu-Anspach, Germany
Tel.; +49 (0)6081 9430-50
Fax: +49 (0)6081 9430-80

info@transat.de
www.transatlantic.de
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MepeBop c aHTNINCKOro un HeMeLlUKOro A3blKoB

TopcTeH Bynbd
HoTtapuyc

3ABEPEHHAA KOMWA

[FEPB]

HacTosiWum st ya0CTOBEpSI0, YTO NpeAcTaB/IeHHbI ganee AOKYMEHT SIBISIeTCS BepHO Konueit opuruHana.

OdhheHbax-am-MaliH, 24 oktabpsa 2024 r.

<nognucb>
TopcTteH Bynbch, Hotapnyc

TucHeHHasa nevatb:
TopcTeH Bynbg
HoTtapuyc B OdpcheHb6ax-aM-MaliH

BepnuHep LLp. 40, D-63065 OdhcheHbax - Ten. 0049 69 /82 99 00 - dakc 00 49 69 /82 99 099
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IC Core Tonbko gnsa Poccuiickon ®epepaynn
I'oduMc lui e I'C he Ic Wei:

YTBEPXAEHO
Kain LWTonbne
[eHepasibHbIn AUPEKTOopP
<noAnucb>
Moanuceb, MII
Wramn:
[noroTum]
TpaHcaTnaHTuk XaHgenocresennswadT WTonbne & Ko. m6X
[Transatlantic Handelsgesellschaft Stoipe & Co. mbH]

CumeHcliTpacce 7 Ten. 06081 9430-50
61267 Hoit-AHcnax dPakc 06081 9430-80

3KCI'I]'IyaTaLI,I/IOHHaFI AOKYyMeHTauna Ha MegnuumHCcKoe nsgesine:

YCTpOWCTBO ANsi nepemMelleHms naumeHta Transaroll

Mponssogutesnb:

TpaHcaTnaHTuK XaHgenbc-resennswadTt WTonbne & Ko. m6X, N'epmanus
[Transatlantic Handels-Gesellschaft Stoipe & Co. mbH,Germany ]

Bepcua 2.2
2024
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O6wan nuopmauusn:

3-<CcNNyaTaunoHHan JOKYMEHTauMs COCTOUT 13 Tpex MHC™3y<Lan N0 UCNONb30BAHWMIO HA MEAUUNHCKOE M3aenue
Y CTPOWCTBO ANS NepemeweHns nauventa Transaroll» kaxa2a3 13 KOTOPLIX NPeaHa3HaYeHa ANs onpeaeneHHbIX
BaAPWAHTOB NCMOMHEHNA MEJNLUHCKOTO U3aenus. MHCTPyKUMW 10 MCNONb30BAHUIO COAEPKAT BCIO HEODX0ANMY IO
» NogpodHylo vHOPMaunio O Haanexawem u 6e30NacHOM WCNONbL30BAHWMU, YCNOBMAX WCMONL3OBAHUA. W
X2PAKTEPUCTVKAX MEINUNHCKOrO u3genus

VIHCTPYKUMS NO UCNOMb30BAHWIO KAXAO0ro BapWaHTa WCNONHEHWS MEeAMUVHCKAX W3Jenui BKNaabBaeTcs 8
yNaKoBKY COOTBETCTBYIOLUNX N3QENNA.

WHCTPYKLWN NO NCNONB30BAHWIO AOCTYNHbI HA PA3HbLIX A3bIKAX. BKMOHANA PYCCKNA A3bIK.

CoaepxaHne 3KCNNYyaTaUUOHHON [OKYMEHTaLNK

v I. IHCTPYKUMA NO NCNONBb30OBAHWUIO MEANLUMNHCKOrO n3genus YCTpoicTeo AN nepemeweHns nauventa Transaroll,
BapWaHTbl UCNONHEHUN
1. Transaroll Silverboard Mini, cknag+ow
2. Transaroll Silverboard Mini, HecknagHown
3.  Transaroll Silverboard Standard, cknagHon
4. Transaroll Silverboard Special. cknagHow
5. Transaroll Silverboard Special, HecknagHon
Il. NHCTPYKUMS NO MCNONb30BAHMIO MEAUUMHCKOrO K3genvs YCTPOWCTBO ANS NEepeMeLleHus nauneHTta
Transaroll, BapraHTbl ICNONHEHUR
1. Transaroll Blueboard Mini, cknagHoi
2. Transaroll Blueboard Mini, HecknaaHow
3. Transaroll Blueboard Standard, cknagHon
4. Transaroll Blueboard Long, cknagHo#n
. UHCTPYKUMA NO MCNONb3OBAHWIO MEAUUWHCKOrO u3genus YCTPOMCTBO ANA NepeMewieHus nauwedTta
Transaroll, BapnaHTbl NCNONHEHUS
1. Transaroll Hygieneboard Mini, cknagHo#,c npuHaanexHocTamu — 1 wr:
MNpuHaanexrocTn:
OaHopa3osoe CKONb3ALLee NOKPbITUE, BAPUAHT UCNONHEHUS:
- pa3mep 60 cm *100 m B pynoHe —oT 1 8o 10 wr
- pasmep 60 cm*100 m B pynoHe B kopoBke-gucnexncepe— ot 1 40 10 wT
2. Transaroll Hygieneboard Mini, HecknagHow, C NPUHAANEXHOCTAMN — 1 WT;
MpuHaanNexHoCcTu:
OaHopa3osoe ckonb3swee NOKPbITUE, BAPUAHT UCNONHEHUS:
- pasmep 60 cm *100 m B pynoHe —oT 1 4o 10 wr
- pa3mep 60 cm*100 m B pynoHe B kopoBke-gucnercepe — ot 1 go 10 wr
3. Transaroll Hygieneboard Standard, cknagHoi,c npyuHaanNexXHoOCTAMYA — 1 wWiT :
MpvHagnexHocTy:
OaHopa3osoe ckonb3siwee NOKPLITUE, BAPUAHT UCMIONHEHUS:
» - pasmMep 60 cm *100 M B pynoHe — ot 1 4o 10 wr

- paamep 60 cm*100 m B pynore B kopobke-gucneHcepe— o7 1 Ao 10 wt
- pa3mep 53180 cm, 60 wT B pynoHe ¢ nepcopaunen — ot 1 go 10 wr
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I Transatlantlc Care Tonbko ansa Poccuiickoit ®eaepaymu

I'-ndiilctr tiif ni' hp Ip Wpl- Bepcusa 2.2
2024

MHCTpyKLUA NO UCMOJ/Ib30BaHUIO

YCcTponcTBO ANnda nepemeweHus naumeHta Transaroll

BapuaHTbl MCMOJIHEHUS:
Transaroll Silverboard Mini, cknagHoii
Transaroll Silverboard Mini, HecknagHoi
Transaroll Silverboard Standard, cknagHomn
Transaroll Silverboard Special, cknagHoii
Transaroll Silverboard Special, HecknagHo
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CunmMBO/IbI:

MNepemengeHue ¢
KpoBaTu Ha KpoBaTb

OcTopoXxHO

-
CE

MakcumanbHas
BecoBas Harpyska

M3roToButeNb

- He ponyckatb

O6patutech K
VHCTPYKLMX MO
MPUMEHEHNIO

3HaK COOTBETCTBUA

TemnepatypHblii .
I [AvanasoH . BO3AencTBuA [ I-U. MeauumHckoe n3genve
, COMHEeYHoro ceeta
Homep no karasory Kopg, napTtum CBoboaHoe
REF LOT paccTosiHne Mexay
MOBEPXHOCTAMMU, Ha
KOTOPbIX NPON3BOAMTCA
nepemeLlyeHne
naumeHTa AOMKHO ObITb
He 6oniee 15 cm.
ONacHoCTb He _conepxunt
He nonyckatb A CKONBLXKEHUS HaTypaanEM
BO3JeNcTBna Bnarv Kay4yKOBbIn naTekc
UDI  identifcation) " NFC (Near Field
YHUKA/IbHbIiA Communlcatlon)
naeHTMuKaTop - YCTIOOV'CTfa, c
n3genus TEXHOMornein
nogaepxaHna NFC
Ha 6/1M3KoM
paccTosHUU MoryT
06MeHMnBaThbCA
JaHHbIMK 6e3
NOAKNOYEHNSA
Mpoussogutens:

TpaHcaTnaHTuk XaHgensc-resennbwadt WTonbne & Ko. M6X
[Transatlantic Handels-Gesellschaft Stoipe & Co. mbiH]
CumeHcwTpacce 7

61267 Holi-AHcnax, 'epmaHus

Ten.: +49 (0)6081 9430-50

dakc: +49 (0)6081 9430-80

info@transat.de

www.transatlantic.de

m

CokpaleHHoe HaMMmeHoBaHue: TpaHcaTnaHTuk [Transatlantic]

YNONHOMOYEHHbLIN MpeacTaBuTeNlb NpousBoauTensa B Poccuiickoii degepauymn,
rapaHTuiiHoe/nocnerapaHTuitHoe cepBUCHOE 0GCNYXUBAHWE U NOAAEPXKKY:

OCYLLeCTB/IAOLLNIA

000 «buoCucrtembi»

197022, Poccus, 1. CaHkT-MeTepbypr, yn. Npodeccopa Monosa, gom 23, nuT. E
Ten.: (812) 320-49-49 dakc: (812) 320-49-40,

e-mail: main@bioline.ru

www.bioline.ru

lopsyaa nuHua 8-800-444-33-49
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HaumeHOBaHWE MEAMUNHCKOTO M3AENNA N BaAPWUAHTLI UCNONMHEHNWA:
YCTPOWCTBO ANA nepemewieHns nayvenTa Transaroll
. BapuanTbl UICNONHEHNS -

1. Transaroll Silverbard Mini, cknagrow — 1 wT
2. Transaroll Silverboard Mini. vecknagHon — 1 wt
3. Transaroll Silverbard Standard. cknagrown — 1 wt
4. Transaroll Silverbard Special. cknagHow — 1 wT
5. Transaroll Silveroard Special. HecknagHon — 1 wT
6. Transaroll Blueoard Mini, cknagHoh — 1 wr
7. Transaroll Bluebard Mini, necknagHon — 1 wT
8. Transaroll Bluebord Standard. cknagron — 1 wt
9. Transaroll Bluebard Long, cknagHoi — 1 wr
10.Transaroll Hygineboard Mini, cknagHon.c npuHaanexHocTamMu — 1 Wr:
MpuHagnexHocTw:
OaHopa3sosoe cKoNb3siLee NOKPbLITUE, BAPUAHT UCNONHEHUN:
- paamep 60 cM *100 m B pynoHe — ot 1 00 10 wr
- pa3mep 60 cm*100 m B pynoHe B kopobke-gucnerncepe— ot 1 o 10 wrt
11. Transaroll Hygieneboard Mini, HecknaaHo®, C NpuHagNeXHOCTAMK — 1 WT:
MpuHaanexHocTw:
OaHopa3oBoe ckonb3siuiee NOKPbITUE, BAPUAHT UCNONHEHUS:
- pasmep 60 cm “100 m B pynone — ot 1 40 10 wr
- paamep 60 cM*100 m B pynoHxe B kopobke-gucnexncepe — ot 1 go 10 wr

12. Transaroll Hygieneboard Standard. cknanHon,.c NpuHaaNEeXHOCTAMMU — 1 WT ;
NpuHagnexHoCTu:

OaHopa3osoe ckoNb3sLlee NOKPLITUE, BAPUAHT UCNONHEHWUS:
- paamep 60 cM *100 m B pynoHe — ot 1 go 10 wr
- paamep 60 cm*100 m B pynoHe 8 kopobke-gucneHcepe— ot 1 4o 10 wr
- paamep 53"180 cm, 60 wrt B pynoxe ¢ nepcdopauvein — ot 1 4o 10 wr

. NHCTPYyKUMS NO UCNONB3OBAHUIO

flanee No TEKCTY MHCTPYKLMM UCNONb3YIOTCA COKPALLEHHbIE HAMMEHOBAHNSA - YCTPOACTBO ANSA NepeMeLeHvs
Transaroll, YcTpocTBO, MEAULIMHCKOe u3aenve.
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1. TexHuvyeckue xapakTepucTUKun

B ocroBe nouv-Lura Jenctsuna yCTPONCTBA ANA NEPEMELEHNR NAUNEHTA N2XUT J8UKEHNE OTHOCUTENbLHO apyr
Apyra 4By x 83anMOI2NCTBY IOWMNX NOBEPXHOCTEN. O4HA N3 KOTOPbIX HAXOAWUTCS B CTATUYHOM COCTORHUU. @ BTOpas

BPaALLAETCA BOKPYr HEE.

YcTponcTeo ana nepemeweHns naumenta Transaroll Silverboard cocTonT n3 3 KOMNOHEHTOB - OCHOBbI, HWXXHErO
CKOMNDB3AWERro NOKPLITUR 1 BEPXHEro CKOMb3AWEero NOKpbITUS HuxHee CKONb3swee NOKpbITUe CWHEro useTa
NNOTHO HAJETO Ha OCHOBY YCTPOWCTBA. BEPXHEE CKOMNb3AWEe NOKPbiTMe CepedpucToro useTa HagesaeTcs
nNOBEpPX CUHEro NOKPLITUS 1 CBODOAHO BpaWaeTcs BOKPYr OCHOBbI. OCHOBA MOXeT ObiTb CKNAAHOW B 3aBUCUMOCTH

OT BapnaHTa UCNCNHEHNA yCTPOWCTBA.

ANA CKNaaHOro BapwaHTa UCMONHEHWS HWXHEe CKONb3Alee NOKPbITUe PasdeneHc Ha 4Be 4acTW NO NvHMK
CKNaAbiBaHNK. ANS NPeaoTBpaWEHVs 3anambiBaHna W 00pasoBaHWA CKNafoK CKOMb3awero nokpeitua. O6a
¥ CKONbB3ALWMUX NOKPLITUS ABNAKOTCS CLEMHbBIMU NOKPLITUAMU MHOrOPa3ocBOro UCNONb30BaHUSA.

BepxHee
cKonbaawee
nokpbITHE

Huxnee cxons3awee
nOKpbITUE

OcHosa ycrponcrasa

1.1 OCHOBHbIE TeXHUYECKUE XapaKTePUCTUKN

| Kat. Ne | O6o3nauenne/sapnant = abaputHbie ' Bec*, | Makcuman KpatkoBpeme | YHMKaneHbIn
bl NCNONHEHNA . pa3mepbt*, [ | kr bHaA HHasnA | WAEHTUUUMPY IOWNA
! ! ’ xWxT, mm ! Harpy3ka = MakcumanbHa . KoA MeQUUNHCKOro
‘ | : npwu A Harpyska ! uagenun(UDIDI)
‘ | ] [ CKONbXEH , Npu
| ] | nn,Kr nogseme*”, kr '
[ 4500028 | Transaroll  Silverboard 950 x500x22 ' 1300 200 300 1(01)04050856034557(11) |
| Mini, cknaaHow l ! | xx(10)xx ]
! 4500029 ' Transaroll Silverboard ] 950 x 500 x 22 | 1,300 l 200 300 | (01)04050856034373(11) '
‘ | Mini, HecknaaHon | | ; - xx(10)xx l
, 4500030 | Transaroll Silverboard , 1800 x 500x 22 ' 2,200 ! 200 ! 300 | (01)04050856034366(11) ‘
Standard, cknagHown | | xx(10)xx j
4500033 | Transaroll Silverboard | 1500 x 600x 22 | 1,750 ‘ 200 300 . (01)04050856043900(11) !
Special, cknagHown | - l xx(10)xx
' 4500034 = Transaroll  Silverboard | 1500 x 600x 22 | 1,750 200 300 | (01)04050856043924(11)
7Y ' | Special. HecknagHon . xx(10)xx

* FabapuTHble pa3Mepbl 1 BEC C y4eTOM A0NYCTUMbIX OTKNOHEHUA £10%
** KpaTkospeMeHHbin nogbeM He 6onee 30 cekyHa

Ycunuwe, npunaraemoe MeAULVHCKUM NepcoHanoMm Ans nepeMeLyeHns ycTpoucTea nO ropu3oHTanun ¢

pa3MeuieHHbiM H3 HeM NauneHTOM:

MakcumansHoe ycunue | MakcumanoHoe ycunue Taru,
BapuanT ucnonHenus Tonkanus, He Gonee: He Gonee
Harpyska 150 kr 200 «r 150 kr 200 «r
ans BCex BapvaHToB | 2950 H 3250 H 3420H 360,5H
WCNONHeHnA
| Transaroll Silverboard
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1.2. Matepuanso!

YacTe ycTponcrea ' Mérepnan User " Bua
KOHTaKTa
" Ocwosa ycTponcTsa Transaroll  nonuatunen. we cooepxunT Mepwwmin . [pamon
Silverboard narekc KpaTkoBpeme
B—e'pﬁeéf ‘cKOnb3swee Monwuacrep c nsx (_Zrepieam;érbm " HHbIA
noxpbITUe NOKPbLITUEM KOHTaKT
" Hukree ckoMb3swee [10NN3CTEp € CHMAMKOHOBLIM Cumnn

NOKpbITWE ANA yCTPOUCTBA

AOKPbITUEM

' CsBoncTBO

" PentreHo-
NpO3pauHsIA

v 1.3 YnakoBka
YCTPOWCTBO yNaKoBbIBAETCA BMECTE C WHCTPYKUWER NO WCNOMb30BaHWIO
NpO3pa<Hbll NONUITNAIEHOBBLIA NaKeT, a 3aTeM NOMELAETCS B KOPUUYHEBY!O
KapTOHHYI0 KOpobKy 1 3anedaTbiBaeTCs knewkon neHTon Transatlantic.
UHanBuayanoHas ynakoska SBNAETCA OAHOBPEMEHHO W TPaHCNOPTHOW
yNaKoBKOW.
Pa3mepol KOpoOKM pa3nuualoTcs B 3aBUCMMOCTH OT pas3mepa yCTpoicTea:
. Kat. Ne I O603HaueHue/BapnaHTLl NCNONHEHUA | [aGapuTHbIe pasmepbi | Bec 6pyTTo*, K1
. | KOpobku*, Mm |
| 4500028 l Transaroll Silverboard Mini, cknagHon . 975 x 520 x 57 23
4500029 | Transaroll Silverboard Mini. Hecknagnon 975 x 520 x 57 ’ 2.3
4500030 Transaroll Silverboard Standard. cknaaHon ' 920 x 535 x 75 3.1
7500033 Transaroll Silverboard Special, cknagHon | 750 x 600 x 70 i 2.7
' 4500034 | Transaroll Silverboard Special, | 1500 x 600 x 70 ! 3.0
i | Hecknaawow | |

1.4 Ycnosua ncnonb3oBaHnA, XpaHeHUNA, TPAHCNOPTUPOBKA

* FabapwTHble pa3mepbl ¥ BeC OpyTTO (B TPAHCNOPTHOW YNAKOBKE) C y4E€TOM AONYCTUMbIX OTKNOHEHUR +10%

Wcnonb3osakwue:
| Temnepatypa ucnons3osanus*: | +10°C+30°C°C
P | BnaxHocTb: He onpeaenexa, 6epeyb OT nonagaHus Bnarv

XpaneHue 1 TpaHcnopTupoBKa:

|

! TemnepaTypa xpaHeHus*: Ycrpouncteo: +10°C+30°C

| Ycnosus xpaHenus:

| CONHEeYHOro ceeta

XpaHuTb B CyxOM, 3alMLLEHHOM OT Bnaru mecte; Bepeyb OT

BnaxHoOCTb:

+

YcTpoiicTeo: He onpeaenena, 6epeub ot nonaganvs enaru |

YCRoBMA TPaHCNOPTNPOBKN®: | +10°C+30°C

*YCNoBUA XpaHEeHUs W TPaHCNOPTUPOBKN yCTaHOBNEHbI NpOU3BOAUTENEM ANA COXPAHEHUN NPOYHOCTHbLIX

CBOWCTB OCHOBbI YCTPOWCTBA U CKONb3ALWMNX CBOWCTB NOKPLITUS.

TpchnOpTMpOBKa aonyckaeTtca NnwbbiM BMAOM KPBITOrO TpaHcnopTa ¢ cobnioaeHvem pekoMmeHayemoro

TEMNEepaTypHOro pexuma.
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2. Moka3zaHnA kK NnpuMeHeHUo / 06NacTb NpUMeHeHNA | HazHaYeHue

Moka3anuna: M3-3a LWWPOKOro CNEKTpa 3KCNNyaTauNOHHbLIX BO3MOXHOCTEN NOKA3AHWA K MPUMEHEHNIO HE MOTYT
ObiTb NpMBA3aHbI K ONPeIeNeHHBbIM KITMHUYECKUM CNy4asM. YCTPOWCTBO AN8 nepemMelyeHns nauvendTa Transaroll
Silverboard nogxoawT™ AnNa scex BMAOB NPUMEHEHNA ANS NKOAEW. KOTOPLIM TpedyeTcs noMoub Npyw HOKOBOM
nepemeuieHnv

ObnacTb npumMeHenna: YcTponcTeo Silverboard mMOXHO MCNONB30BaTL ANA NEPEMELUEHNS NAUNEHTa MeXay
ABYMSA rOPWU3OHTANbHLIMYU NOBEPXHOCTAMW, PACNONOXEHHbIMA PRAOM (Hanpumep. MeauuuHCKas KkposaTb —
MEeAMUNHCKAA KpOBaTb. MEAMUMHCKAs KpOoBaTb — Katanka ANs NPUHATAA AQywa, MeAWUMHCKas KposaTb —
onepauUnoHHbin CTON. Katanka — CToN ANs OCMOTpPa).

Hazwauenne: YcTtponctso Aana nepeMeweHuss nauyuenta Transaroll npeaHasHayeHo ANA  MATKOrO,
6e360ne3HeHHOro. C HU3KUM KOI(MUUNEHTOM TpeHus, GOKOBOrO NEpeMeLleHUs NIAen C OrpaHUHeHHbIMM
BO3MOXHOCTAMIN METOAOM CKONbXEHUS.

MNoTeHunanbHble nonb3oBatenu: [na 3KCNNyaTauunm AAHHOrO yCTpoWcTea He TpebyeTcs cneuwanbHoro
obpa3osarna mnn 3HaHwiA. Moxanyncta, BHAMATENbHO NPOMUTANTE WHCTPYKUMIO Nepea MCNoNnb3oBaHWeM.
MoTeHuwanbHbIMKU  NONL3OBATENAMW ABNAIOTCA MNAAWMA W CPEAHWA MEAWUMHCKWA nepcoHan nocne
O3HAKOMNEHWUA C UHCTPYKLMUEHA NO MCNONB3OBAHMIO.

3. MosTOpPHOE NPUMEHEHMe

Yctponctea Ana nepemewenns nauveHta Transaroll  Silverboard npegHasHadeHbl AN NOBTOPHOroO
“cnonNb30BaHuA. He ABNAIOTCA 0QHOPA30BbIM MEAUUNHCKUM M3AENNEM.

Nepea NOBTOPHLIM NCNONBL30BaHNEM HEOBXOANMO NPOBECTY TLATENbHYIO NPOBEPKY YCTPONCTBA HA OTCYTCTBNE
NOBPEXAEHUA N NPABUNBLHOCTL (DYHKLUMOHUPOBAHWUS, OYUCTUTL MNN NPOAE3NHAULNPOBATL YCTPOWCTBO.

4. NpoTuBONOKa3aHnA / pUCKU NPUMEHEHNUA

M3BEeCTHbIX NPOTUBOMNOKA3aHUA HET.

Mepen Hayanom akcnayatauun yCTpOWCTBA NONbL3OBATENU AOMXKHBI BHAMATENBHO NPOYNTATL WHCTPYKLMIO NO
UCNoNb30BaHMIO, B KOTOPOW NOAPOGHO ONWUCLIBAIOTCS, B TOM YACNE C MUCMONB3OBAHUEM HArNAAHBIX PUCYHKOB,
nopsaok n ocoberHocTn obpawenHns ¢ yctponcTeoM. Ecnu nonb3oBaTtenn He 03HAKOMWUNUCH C MHCTPYKUNAMA
no oGpawennio ¢ yctponctsom Transaroll Silverboard, obpauieHne ¢ yCTPOWCTBOM MOXET NPOV3BOAWTLCS
HEKOPPEKTHO, YTO MOXET HaHecTu ywepb 340poBbI0 NauneHTa n/unu nons3osatens. Heobxogumo cobnioaaTh
MHCTPYKUMW NO NPUMEHEHUIO, YKa3aHHble B NYHKTE 5, 1 npasuna TexHWkn 6e30nacHOCTW, ykasaHHble B NyHKTe 7.

o AHanu3 puUCKOB NPUMEHEHUA NoKa3biBaeT, 4To obecneueHHble npeaynpeauTenbHbie Mepbl He TpebyloT
AONONHUTENbHBIX MEP NO YNPABNEHWIO pUCKamMu Npu ycnosuu cobniofgeHns npasun NpUMEHeHWs W npasun
TexHWkyn 6e30NacHOCTA, ONMCAHHBIX B 4aHHOW UHCTPYKUWK.

Monb3oBaTtent HeCeT MCKNIOYUTENbHYID OTBETCTBEHHOCTb 3a OnpeaeneHue NPUrogHOCTU yCTPoAcTsa  ANs
KOHKpeTHOro npumenenns. Komnanusa TpaHcaTtnanTuk [Transatlantic] He HeCeT OTBETCTBEHHOCTH 3a kakoe-nubo
HeHagnexaulee ucnonb3osaHune yctponcTs Transaroll.
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5. Mcnonb3oBaHue / pa3melleHne ycTpoiicTBa

Pacnonoxurte BcTtaHbTe  c6OKy  OT
yCTPONCTBO COOKY OT naumeHTa. HaliguTe
naumeHTa. TOUKY onopsl, 7
ynupascb B Me4o wu
6egpo naumeHTa,
Tonkalite ero B
HanpasfeHun
nepemMeLleHuns.
Y6eantecb, 4To TOPMO3 g UT06bI ybpatb
Konec  KpoBatu UM YCTPOICTBO, MOBEPHUTE
KaTanky akTMBMpOBaH! naumMeHTa HEMHOro Ha
60K B
NPOTMBOMNOJIOXKHYIO
CTOPOHY.
AKKypaTtHO noBepHUTE YoepxuBas naumeHTa
nauveHta Ha 60K K cnerka Ha 60Ky,
noanoxure Kpai BbITAlLNTE YCTPOIACTBO
ycTpoiicTBa nog, n3-nof naumeHTa.

nauueHTa, TaK 4TOObI
rofioBa, Njie4yeBoit nosic
n obnacTtb Tasa
naumMeHTa HaxoAunucb
Ha Kpato ycTpolicTBa.

YcTtpoiictBo Transaroll vMeeT peHTreHonpo3payHoe JIOXKe, He WMeeT MeTa/l/IMYecKuX uvacTteil u MoxeT
MCMoNb30BaTbCS NPU NPOBEAEHNN Takux npoueayp Kak peHtreH, MPT, KT 6e3 Heo6X0ANMOCTM nepekiabiBaHns
nauueHTa.

6. CpOK aKcnayaTauumn / XXU3HEeHHbIN LMK/

Oxugaemblii cpok akcnayartauum ycTtpoiictea Transaroll Sliverboard coctaBnsieT 5 net Apu ero ncnonb3oBaHum
B COOTBETCTBUU C fipaBu/iamMmmn TEXHUKN 6e30/acHoCcTh. OrpaHnYeHunii Ha 3TOT Nepuoj HeT,

B 3aBMCMMOCTM OT Harpy3kum BO3MOXeEH 6o0niee ANuTenbHbli MM 605iee KOPOTKWIA CPOK 3Kc/ayaTtauuu.
YCTPOWCTBO AN /lepPeEMELLEHMS NaUMEHTOB TaKke MOXET CcTaTb MNpeXxAeBPeMEHHO HENpPUrogHbiM K
NCNOMb30BaHUIO B C/lyyae NOBPEXAEeHUs yCTPOoiCTBRa.

7. MpaBuna TexHUKM 6e3onacHoCTU /PyHKLUUOHabHas NpoBepKa

«OCTOPOXHO» 03Ha4aeT BO3MOXHYHK OMNaCHOCTb, KOTOpas MOXeT MpPuUBECTU K
TpaBMamMm UNu matepuasibHoOMy yLlepoy.

HewncnpaBHble U3AeNNa UCMOMb30BaTh HEMb3s.
"OnacHoCTb CKOJMbXeHus"! Cnegute 3a Tem, YTO6bl MaUMEHT MPU M3MEHEHWM TOSIOKEHUS WK
nepemelleHNn He COCKasb3biBas C KPOBaTW, KYLLUETKA WU APYTUX NOBEPXHOCTENR.
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» OnacHocTs Tpasmuposanus' MNpu ucnonb3osaxum ycTponcTsa Transaroll S Iverboard sceraa cnegure 3a
Tem uTO0oi KLOBATH KyweTka UNnu kakoe-nubo NOABUKHOE OCHOBA-#2 o yCTONUWBLIMUA. TO €CTb
TOPMO3a S0M¥HbI ObiTb aKTUBUPOBAHbI

~ YBeautecs. 470 ycTponcTso Transaroll Silverboard ycTonunmso pacnonoxexo Ha 06enx NOBepxXHOCTAX B
30He nepemeweHns CsB000AHOE PACCTORHUE MEXAYy NOBEPXHOCTAMW. Ha KOTOPbIX NPOV3BOAWTCS
nepemMeweHne nauneHTa 4onxHo ObiTb He Bonee 15 cm.

» 3a npuHaTue peweHus, TpebyeTca Nu ANA NEPEMEWEHNA NaLNeHTa HECKONBKO NONb3oBaTened uu
MOryT v noTpedoBaTbCA AQONONHWTENbHbLIE Mepbl Be30nNacHOCTW. HeceT OTBEeTCTBEHHOCTb
nonb3oBaTenb/yuypexaeHve.

~ Hwukoraa He ocTasnanTe nauvexTa, pasmeweHHoro Ha Transaroll Siverboard 6e3 npucmoTpa.

~ YcTpowcTeo Transaroll Silverboard He AOMKHO OCTaBATLCH NOA MAUMEHTOM NOCNE Er0 NEePEMELLEHNS.

~ Y6eputecb. ocobeHHO npu noabeme yctponctea Transaroll Silverboard. 4TO NALMEHT HaOeXHO NexuT

3 Ha YCTPOWCTBE 1 HE MOXET COCKONb3HYTb BHU3.

~ CneawuTe 3a Tem, 4ToGbl NepeMeweHns NPOBOANNNCE NONb30BATENAMN C YHETOM HArPy3KN Ha CNIVHY .

~ Heobxoaumo cobnioparth orpaHMyeHnA No Becy nauueHTa (200 Kr).

YCTpoucTBa ANA NepemMewleHmns Takxke NoasepXeHbl NPOUeCCy eCTeCTBEHHOTO cTapeHus. MNposepsanTte usgenve
perynaipHo u TuwatenpHo. Y6eautech, YTO n3genne HaxoauTcs 8 6e3ynpeyHoM COCTOSIHUM M YTO martepvan He
nospexaeH (HeT paspbiBOB UMW NOPE30B CKONb3AWIEr0 NOKPbLITUA, PACXOXAEHUS WBOB, Pa3pbiBoB, NOPe3os,
BblKpalLMBaAHNRA OCHOBbI YCTPOWCTBA).

HeuncnpagHyio NpoayKUuHUIO HCNONb30BaTL HeNb3A!

Mepb! NPeAOCTOPOXHOCTU: HE UCNONBL30BATL YCTPOWCTBO B CNyYae ero NOBPEXAESHUS.

KpuTepum HenpuroaHOCTU: MMEIOTCS NOBPEXAEHNSA BEPXHErO N /UNIK HWKHETO CKONb3AWEro NOKPLITUR (pa3pbiBbl,
nopesbl, pacxoxXaeHve LWBOoB, CNUNaHne NOKPLITUA Mexay cobow) N OCHOBbI YCTPOMCTBA (pa3pbiBbl, NOpesb!,
BblKpawmBaHue).

ycTponcteo ana nepemewenuns Transaroll COOTBETCTBYIOT CaMbiM BbICOKUM TpeBoBaHMAM K KauecTsy.
YcTtponcteo ans nepemewenus Transaroll Silverboard He nmeeT npuHaanexHoCTen, He NPeaycMOTPeHO ANS
WCNONb30BaHNA B KOMOVHAUMA C APYrUMWN MEAULIMHCKUMN UNW HEMEAWUMHCKUMI U30ENUSIMU N NCMONb3YeTCA
CaMOCTORTENbHO.

YCTPOACTBO HE COAEPXUT NEeKapCTBEHHbIX CPEACTB, MaTepranosB XXUBOTHOrO W/WNU  4eNoBe4YecKoro
NPONCXOXKAEHUA.

YCTpOWACTBO rOTOBO K NPUMEHEHNIO CPa3y NOCNEe PacnakosbiBaHUs, He TpeByeT yCTaHOBKW, HACTPONKM NN APYrux
AEACTBMIA ANSA BBOAA B 3KCNNyaTayuio.

YCTPOWNCTBO HE ABNAETCA CTEPUNbHLIM U He TpebyeT cTepunusaunn nepea NpUMeHeHneM.

YCTPONCTBO HE ABNAETCA UCTOYHUKOM KaKOro-nubo u3nyuyeHws, COOTBETCTBEHHO HE OKa3blBaeT BNUSHUS Ha
Apyrve MeauunHckue naenus. A Takke He NoaBepraeTcs BNAHUIO BHELWHUX haKTOPOB OT APYrux MeANLIMHCKUX
n3pnenva.

O cepbesHbix npoucLuecTsnsx HeobxoauMo coobuiath NPON3BOANTENIO N KOMNETEHTHOMY OpraHy rocyaapcrsa-
y4acTHUKA, B KOTOPOM HaAXOAWUTCA NONb30BaTENb U/WNKU NAUNEHT.

8. OuncTrka, yxoa n aesnHdexuus

BepxHee ckonb3swee nokpbiTue cepebpucToro uBeTa Heo6x0AUMO  OYUWATL  MERULMNHCKUMM
Ae3NHDUUMPYIOWNMK CpeacTaamm 40 U Nocne UCNONb30BAHUS NPU KAXKAON CMeHe nauyvenxTa.

AesvHpekuns npoBOANTCA NPOTUPAHNEM CMOYEHHOW AE3NHPUUMPYIOWMM CPEACTBOM candeTkon vnu
pacnbineHnem gesvHpuumrpylowero pactsopa Ha NoBepxHOCTb. [le3nHdUUMpyeMble NOBEPXHOCTU HeoBX0anMO
OCTaBWUTb 40 NONHOrO BbICHIXAHWA.

8.1. HuxHee ckonb3sauiee NOKpbITHE (CHHEE)

Mpu ounctke He ucnonosynte abpasveHble unu otbenusalowme CpeacTsa M NPeAMETHI C OCTPLIMUA KPasMM.
Ucnons3osanve oTbenusarowmx vnu YUCTALAX CPEACTB, a TaKKe CNUPTOCOAEPXalMX CPeacTs, MOXeT
HeoBpaTMOo yxyaWwnTb (PyHKUMOHANbHLIE CBONCTBA HWKHErO NOKPLITUS CUHEro useTa. CuHee NOKPLITUE MOXHO
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nerko 4e3svHULMPOoBaTe C MNOMOWbBIC KACMODCA-bIX Ae3NHMUUMPYIOLWMX pacTBOPOB WAV  pacTeopos
CoaepXawmvx ankunanMeTUuNOeH3NIaMMOHNIA X TO0NS TONUTEKCAMETUNEHTY AHMANH XNopVa

Ana nonb3oeatenen B Poccuickon DPegepaunmn 4N NPOBEAEHUN AE3UHMEKUNN  PEKOMEHAyeTcs
ncnone3oeate - [lesuHdvympyowiee mowuee cpeastso «JeMoC». npoussoactea Q0O «Jlui». Poccus
(CBMOETeNbLCTBO O rocyaapcTBeHHOW peructpauun RU 77.99 01.002.E.035064.09.11) unv aHanoruuHsie no
COCTaBy CpeacTsa Ha OCHOBE aANKWNAUMETUNGEH3NNAMMOHUR XNOPUAA W /MNN NONUreKCaMeTUNeHryannInHa
X10pWAa. pa3peleHHble K NPUMEHEHNIO.

Mpu HEOBXOANMOCTYN HNXKHEE CKONL3AWEE NOKPLITUE MOXET BbiTb CHATO M NPOAE3NHMNLIMPOBAHO OTAENBHO

8.2. BepxHee ckonb3awee nokpouiTne (cepebpucroe)

Mpu ouncTke He ucnonbsyinte abpasveHble wnu oTOenuBaloWWe CPEACTBA M NPEAMETbI C OCTPLIMI KPasMy.
Wcnonb3oBanue ot6enusaowinx CpeacTs MOXET HeOOPaTUMO YXyALWNTE (PYHKUNOHANbHBLIE CBONCTBA NOKPLITUS.
CepebpucToe NOKPLITUE MOXHO NErko Ae3VHMULMPOBATL AE3MHPUUMPYIOLIMMU PAcTBOPAMW Ha CNUPTOBOW
OCHOBE 1NN PacTeopamu, COAEPXaWUMU ankunanMeTuNOeH3NNaMMOHNA XNIOPUA, NONUreKCaMeTUNeHryaHUuanH
xnopua.

Ana nonb3oBatenen B8 Poccunckon Pepepaummu ANS NpoBeaeHUs  Ae3MHMEKUNKN pekoMmeHayeTtcs
ncnonb3oBaTh:

- Aesnndvumpylowee mowwee cpeactso «eMoC», npoussogctea OO0 «JlulM», Poccus (cenaeTenscTeo o
rocypapcreeHHon pernctpaymn RU 77.99.01.002.E.035064.09.11) unu ananoruyHbie No COCTasy CpeacTsa Ha
OCHOBE ankunAaMMeTUNBGeH3MNaMMOoHNA XNOpMAa 1 /NN NONUreKCaMeTUNeHryaHuanHa XNOPUAa, paspelieHHble
K NPUMEHEHMNIO.

- fAesnHduumnpylowee cpeactso «Asanaes-A», npoussoactea OO0 «[lesoc», Poccus (CBUAETENLCTBO O
rocynapcraenHon perncrpauuu RU 77.99.32.002.E.002145.06.21) unu aHanoriuHble No COCTasBy CpeacTsa Ha
OCHOBE 3TUWNOBOrO, U30NPONMNOBOIO UNWN N-NPONUNOBOrO CNMPTOB, Pa3PELLEHHbIE K NPUMEHEHUIO.

Mpn HeoGX0ANMOCTHM BEPXHEE CKONb3ALLEE NOKPbITUE MOXET BbiTh CHATO W NPOAE3NHPULMPOBAHO OTAENBHO.

8.3. OcHoBa ycTponcrtea Transaroll Ans nepemeweHnn nauneHTa

Camo ycTpoicTBO CNOCOBHO BblAepPXaTb GONLLIOA U3HOC W MOXET ObiTb OYNLLEHO OBbIMHLIMU BbITOBLIMK
YACTALWMMN CPEACTBAMU U BOAOW.

OG6bivHan ouncTka: [INs O4NCTKM MCNOnb3yidTe Tennylo BoAy U MsArkoe BbiToBoe uucTAwee cpedcTBo. pw
HeobX0AMMOCTV NPOTPUTE YCTPOACTBO BNAXHON TKAHLIO N AANTE eMY NONHOCTLIO BLICOXHYTh.

AesnHekuuns: YCTPOACTBO MOXHO Nerko NPOAE3NHMUNPOBATL C NOMOLWbIO Ae3MHMULMPYIOWEro pacTBopa Ha
CNVPTOBOW OCHOBE (Ha OCHOBE W30NPONWNOBOrO, N-NPONWNOBOrO, 3TWNOBOrO MNU APYrUX cnupTos). Bcerpa
OCTaBNAATe 40 NOMHOMO BbICLIXAHMUSA.

YCTpPONCTBO HENPUrOAHO ANA AE3NHMEKUWN B aBTOKNaBe U3-3a TEPMOHYBCTBUTENLHOW CTPYKTYpbl MaTepuana.

Ana nonv3osatenen B Poccuiickon @epepaunu AnNs NPOBEAGHWSA AENHMDEKUNN PEKOMEHAYETCS
McnonbL3oeaTh:

- [desnnduumpylowee cpeactso «AsaHaes-A», npoussoactea OO0 «[lesoc», Poccus (cBuaeTensCTeso o
rocyaapcreeHHoun peructpaumm RU 77.99.32.002.E.002145.06.21) unu aHanorm4HbIe No COCTasy cpeactsa Ha
OCHOBE 3TUNOBOTO, U30NPONWUAOBOrO UNN N-NPONNNOBOIO CNUPTOB, PA3PELUEHHBIE K NPUMEHEHUIO.

9. Mapkuposka n3penusn /| CE

YcTpoicTeo Ana nepemewenvs nauventa Transaroll Silverboard aBnseTcs MeanumHCKMM nsgenvem knacca | u
coortsetcteyet Pernamenty EC 2017/745 Esponeickoro napnamenta n CoseTa O MEAUUMHCKWX WU3AEnWsX
(MDR) o1 05.04.2017 r.
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Kak npousBoanTenb u AUCTPUOLIOTOP MeAUUMHCKUX 13aennii, Mbl cepTudmumpoBaHbl B cooTBeTcTBMU € DIN EN
ISO 9001:201 51 DIN EN ISO 13485:2016. Hawu meguumnHCcKue usgenvs npoLusiv COOTBETCTBYIOLLYIO npoueaypy
OL,EeHKN COOTBETCTBUSA U MO3ITOMY UMET Mapknposky CE.

MHamBmnayanbHas MapKuMpoBKa u3fenus npeacraBnser u3 cebs [ABe MN/eHOYHble 3TUKETKM crneuunasnbHomn
hopMbl, COOTBETCTBYIOWEN penbedy YCTPOCTBa, KOTOpble pasMeLLalTcs C BEPXHEWN U HWKHEW CTOPOH usgenuns
M coAepxaTt cnefyrLly MHhopMauuio:

WHdopmaLumsa Ha BEpXHe 3TUKeTKe: HaMMeHOBaHWe U1 aApec NMPoOU3BOAUTENIS,, HOMEP Ma KaTasiory, KoA naptuu,
Jarta Mpou3BOACTBa, MakcMMasbHasi 6e3onacHas Harpyska, CMMBOJIbI  YC/IOBUI MCMOMNb30BaHWS, XpPaHEHUs U1
TPaHCNOPTUPOBKM, CUMBOJIbI MPELOCTEPEXEHUS, CUMBOJT UHCTPYKUUWM, CMMBOJST MEAULMHCKOTO WM3OEenusi, Knacc
prvcka, CMMBON YHUKanbHOro uaeHTudumkatopa. DataMatrix kog, CE-mapknpoBka, (nogpo6HO cMm. Tabnuuy
CumMBO/bI), BEPCUA ITMKETKM (rev.), NoroTun KomnaHuy, ctpaHa npoucxoxgenus (Made in Germany).

VHopmaLms Ha HWkKHel 3TuKeTKe: HauMeHOBaHWe BapuaHTa WCMNOSIHEHUs, AaTa MpOU3BOACTBA, Bepcus
aTmkeTkmn (rev.), QR-kog, cumeon NEC, forotmn KomnaHuu.

(0=
MapK1MpoBKa YcCTpoiicTBa COAEpPXWUT CUMBOJI , YKasblBalowWuii, YTo B JaHHOM MecTe pacnosaraeTcs

NEC meTka, cogepxallas MHGopMaLmnio 0 CepuiiHoM HoMepe YCcTpoiicTBa. [N cuMTbiBaHWUA 3TOM MHopMaLmm
BOCMNO/b3YyiiTeCcb NpeaycTaHOB/EeHHbIM npunoxeHnem NEC Ha cBoem cMapTdoHe (Npyv HalMuum  Takoi
yHKUMKM). N5 aToro Heo6X0AMMO OTKPbITL NpunoxeHne NEC 1 noAHECTU cMapTOH Ha paccTosiHMe He 6onee
10 cm oT cumBosia NEC Ha YcTpoiicTBe, Ha 3kpaHe cMapTdoHa oTo6pasnTcsl MHGopMaLMsl 0 cepuitHoM Homepe.

MapkupoBka YcTpolictBa cofepxuT DataMatrix kog: npu cuMTbiBaHMM Koja OToGpaxaeTcs cnepyowas
coxpaHeHHas WuHgopmauus: (01) Homep GTIN (rno6anbHbili HOMEpP TOBapHO NPOAYKUUM B eAnHON
MexgyHapogHon 6ase toBapoB GS1), (11) gaty npoussoacTtea v (10) Homep naptuun.

MapK1MpoBKa YCTpoiicTBa cogepXuT QR Kog: Mpyu CUMTbIBAHUM COAEPXUT CCbIIKY Ha Be6-caiiT npou3BoanTens.

Mpumep MapKMpoOBKU U3aenus

DataMatrix Koz QR kop
A h
naoL RtiF
b LW LOT

MapknpoBKa ynakoBK/ yCTPOMCTBA:

OTuKeTKa COAEPXUT credyloLyo nHopmaunio: HaMeHoBaHMe U agpec Npou3BoAuTENIA, HOMep Mo KaTtanory,
Ko4 MmapTun, HaMMeHOBaHWe BapuaHTa WCMOSIHEHWS, pasmep, cknagHoi (®l6able)/HecknagHoi (non-foldabie),
JaTta npou3BOACTBA, CUMBO/MbLI  YC/IOBUA XpaHEHWS W TPAHCMOPTMPOBKM, CUMBOJST WHCTPYKLMW, CUMBOS
MeAULMHCKOTO u34enus, Kkiacc pucka, CUMBOJMT YHUKaNbHOro uaeHtTudukatopa, DataMatrix ko, CE-
MapkupoBka, (nogpo6Ho cM. Tabnuuy CuKMBOMbI), Bepcuss 3ITUKETKM (rev.), IoroTMN KOMNaHwWW, CcTpaHa
nponcxoxaenns (Made in Germany), agpec cTpaHuubl B ceTn VHTepHeT.
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MNpuMep M3PKUPOBKX yNaKOBKK

DataMatrix koa

REF 4500030 Iransaroll Silverboard

. NIRRT
EE MDI| - s0.5c
- ulbe

e :
(€~ =
: s 0
) ‘ [RUMIE ETE S KRR R T LRI LR A
- aiemazne 4

R R BRI R T NI RIS N

Mpumep AoNONHUTENHLHOW MAaPKUPOBKK YyNakoBku ana Poccuinckon Deaepaumnu

4 B uensx cobnoaeHns poccuiickoro 3akoHO4aTeNbCTBa AOMOMHUTENLHO K OPUMMHAaNbHOW MapKupoBKe

npou3ssoauTens 6yayT NPUMEHATLCA ITUKETKU B BNE CTUKEPOB HA PYCCKOM RA3bIKE.

MapknpoBka B BuAE CTUKEpa Ha PYCCKOM N3bike ABNAETCS AONOMHUTENbHOA MapKUPOBKOW K MAapKWpOBKE
NPOV3BOANTENS, COAEPXALLEH KaTanoXHbIA HOMEP, HOMEP NAPTUW/CEPUN N NPeaynpeanTENbHbIE CUMBONbHbIE
obosHauenna. [lononHuTeNbHas MapkupoBKa HA PYCCKOM N3blKe HAHOCWUTCS PSAOM C  MapKupoBKOW
NPoV3B0ANTENSA, He NepekpbiBan ee. [laHHble Ha MapKMPOBKE AONONHSIOT APYT APYra U AOMKHbI YUNTLIBATLCS B

COBOKYMHOCTH.

. BapuwaHT ncnonnenna: Transaroll Silverboard Standard, cknaguoi

YcrpoiicTeo ans nepemelyeHua naumeHta Transaroll, l

|
npoussogutens:Transatlantic = Handels-Gesellschaft
Stolpe & Co. mbH, Cumencwrpacce 7

61267 Hoi-Ancnax, Fepmanun

Undopmauna o Homepe no kar. (REF), koge naprum (LOT), aare
NPON3BOACTBA YKA3aHa HA MAPKUPOBKE NPON3BOAUTENA.
YNONHOMOUYEHHbIH npeacTasutens 8 PO: 000 «bnoCuctembi» 197022,

Poccua, Caukt-Netepbypr, yn.Npodeccopa MNonosa, A.23, Aur.E,
Ten.: (812) 320-49-49 E-mail: main@bioline.ru ‘

«Topadan AMHNA» cAyBbl TexHUueCcKOU noaaepKKu: 8-800-444-33-49

. Perucrpaumuonnoe yaoctosepenne Ne

or r.

Ob6wun BnA MapkMpoBKU Ha Npumepe BapuanTa ucnonwerus Transaroll Silverboard Standard, cknagHon

10. CtanaapTbl ¥ cneund nkaumm,

NPUMEHNUMbIE NONHOCTLIO UNK YACTUYHO

DIN EN ISO 13485:2021-12

 A3genua meaunumHckue - Cuctembl MeHeaxmeHTa - TpeBosanus
ANs yenew perynuposaHns

DIN EN I1SO 14971:2020-07

U3pnenus meauunHckue - MpumeHeHne MeHepxMeHTa puUCKoB K
MEANLIMHCKUM n3gennam

DIN EN ISO 20417:2022-03

‘W3nenus  meauumnckve - UHdopmauws,  noctasnsemas
i M3roToBUTENEM

DIN EN ISO 15233-1:2022-02

U3nenus meanunHckue - CUMBONDI, UCNONb3yeMbie B MHGOpMaLuK,
npeaocTasnaemon nsrotosutenem — Yacto 1: O6wume Tpebosarus

DIN EN ISO 10993-1:2021-05

N3genns meauunHckne. OueHka 6uonorvdeckoro AencTeus
MeauuuHckux usgenun. Yacte 1. OueHka W uccnenoBaHua B
| NPOLUECCe MEHEAXMEHTA PUCKOB

DIN EN ISO 10993-10:2014-10
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i M3agenus MeauuwHCKue - Ouenka Ouonornyeckoro aewcTaus
MeauuuHCkux naenuin. Yacte 10: UccnenosaHua pasapaxaouiero
n ceHcubunuaupyrouiero gencrana




DIN EN ISO 10993-11:2018-09 N3genua  meguuumHckue. OueHka  6uonorvyeckoro  Aelicteust
MeAULNHCKUX nsgenwuii YacTtb n MccneposaHua
06LEeTOKCMYECKOTO AencTBus

Ans Poccuiickoin depepaynm:
Poccuiickne cTaHOapThbl
FOCT P 50444-2020 Mpubopsbl, annapatbl 1 060pyaoBaHne mMeauuuHckue. O6Lne
TexHuyeckme TpeboBaHus

FOCT P NCO 15223-1-2023 M3penua MeguunHckue - CUMBOSbI, UCMOSIb3yEMbIE B MHCOPMALLMK,

npegocTasnsieMoii nsrotosuTenemM - Yactb 1. O6ume Tpe6GoBaHWs

11. NapaHTusa

FapaHTUiHbIA CpoK 3Kcnayatauum - 3 roga. [apaHTUs He pacnpocTpaHsieTcss Ha AedekTbl, Bbl3BaHHblE
HenpaBWU/IbHOI 3KcnayaTtaumeid uam ecTecTBEHHbIM M3HOCOM. KomnaHusa TpaHcaTnaHTuk [Transatlantic] He HeceT
OTBETCTBEHHOCTM 3a C/lyyaliHble WM KOCBEHHbIE MOBPEXAEHUS WM MaTepuanbHblin yuiep6.

FapaHTUIiHbIA CPOK XpaHeHusa - 3 roga.

12. YTnnmnsauua

Mepen BbLIBOAOM M3 3KCMayaTauum W yTunusaumein ycTpOMCTBO Heobxoaumo npofdesvHduumpoBaTb. [ns
ycTpoiictBa Transatlantic Silverboard He cyuwecTByeT chneuunanbHbiXx npaBwa yTunusaumn. Ero cnepyert
YTUAN3NPOBaTb B COOTBETCTBUM C FOCYAAPCTBEHHBIMU U MECTHBIMU HOpPMaMW.

Ansa Poccuiickon degepaunn pekoMeHayeTcs yTUnm3mposaTb U3fenne B COOTBETCTBUM C YCTaHOB/IEHHbLIMU
npasunamn CaHlnH 2,1.3684-21 "CaHUTapHO-3NMAEMMONOTMYECKME TPebOBaHUA K COAEPXAaHUIO TeppuTopuil
FTOPOACKMX W CENbCKUX MNOCENIeHNn, K BOAHbIM 06bekTaM, NUTbLEBOI BOAE W MUTbLEBOMY BOAOCHAGXEHWO,
aTMochepHOMy BO34yXy, Mo4yBaMm, XWMbIM NOMELLEHWSIM, 3KChyaTauun MpPOU3BOACTBEHHbLIX, O6LLECTBEHHbIX
noMeLweHnin, opraHm3auum 1 MNPOBEAEHUIO  CAHUTAPHO-NPOTUBO3INNAEMMYECKNX  (NPOGIMIAKTUYECKUX)

~n

MeponpusaTuii" kak knacc A (anuaemuonormyeckn 6esonacHble 0TXoAbl).

TpaHcaTnaHTuk XaHgenobc-resennbwadt WTonbne& Ko. mé6X
[Transatlantic Handels-Gesellschaft Stolpe&Co. mbH]
CumeHcwTpacce 7

61267 Hoi-AHcnax, epmaHus

Ten.: +49 (0)6081 9430-50

dakc: +49 (0)6081 9430-80

info@transat.de

www.transatlantic.de
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I Transatlantlc Care Tonbko /151 Poccuiickoit ®egepatum

I'moduktc tuf O IChe I Bepcua 2.2
2024

MHCTPYKLUUS MO MCNONb30BaHUIO

YcTpoWcTBO gNnd nepemeuw,eHnsa naymeHtaTransaroM

BapuaHTbl MCNONHEHUS:
Transaroll Blueboard Mini, cknagHoii
Transaroll Blueboard Mini, HecknagHoii
Transaroll Blueboard Standard, cknagHoi
Transaroll Blueboard Long, cknagHoii
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CUMBO/bI:

A

MNepemelyeHune ¢
KpoBaTU Ha KpoBaTb

OCTOpOXHO

«

MakcumarnbHas
BecoBas Harpyska

M3rotoButenb

He ponyckatb

CE

O6patutech K
VHCTPYKUMM MO
MPUMEHEHUIO

3HaK CoOTBETCTBMA

TemnepatypHsblii o
BO3/eMNCTBUSA MD MeauumHeKoe n3genve
[AnanasoH
COJIHEYHOTO CBeTa
REE Homep no kartanory Kog naptum CBoboaHoe
LOT pacctosiHue mexay
-6 NOBEPXHOCTAMM. Ha
KOTOpPbIX NPOW3BOANTCA
nepemeLlyeHue
naumneHTa AOMKHO 6bITh
He 6onee 15 cm.
OnacHocTb He cofepxuT
He Aorlyckarb HaTypabHbIl
BO3/eicTBuMA Baru CKO/IbXXEHWA o
KayuyKOBbIl naTekc
UDI (Unique Device .
Nl . NFC ( Near Field
UD| Identification) - ((iNfC 1)) c ( o
yHUKAbHbIiA ommunlcatlon)
naeHTUdmKaTop - YyCTpowucTea, C
n3genus TexHonorven
noppepxanus NFC
Ha 6/113KOM
paccTosiHUKM MoryT
obMeHMBaThCA
JaHHbIMY 6e3
NOAK/HOYEHNS
MpoussoguTens:

TpaHcaTnaHTuk XaHgenobc-rezennswadt WTonbne & Ko. mM6X
[Transatlantic Handels-Gesellschaft Stoipe & Co. mbH]
CumeHcwTpacce 7

61267 Hoi-AHcnax, FepmaHus

Ten.: +49 (0)6081 9430-50

dakc: +49 (0)6081 9430-80

info(®transat.de

www.transatlantic.de

Mi

CokpalleHHoe HanmeHoBaHue: TpaHcaTnaHTuk [Transatlantic]

YNO/ITHOMOUYEHHbI# NpeAcTaBUTeNb MpousBoanTens B Poccuiickoit ®epepauuu,
rapaHTuiiHoe/nocnerapaHTUitHoe CEPBUCHOE 0GCNYXUBAHME U MOALEPXKKY:

ocyLlecTBAsOWMNIA

OO0 «bunoCucrembi»

197022, Poccus, 1, CaHkTt-lNeTtepbypr, yn. Mpodeccopa lMNonosa, gom 23, nut. E
Ten.: (812) 320-49-49 dakc: (812) 320-49-40,

e-mail: main@bioline.ru

www.bioline.ru

Fopsyaa nuHua 8-800-444-33-49
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HanmeHoBaHMEe MegWLUWHCKOTO U3AENTNA U BapuaHTbl UCMOJTHEHUNA:

YCTpONCTBO Ana nepemelleHns nauneHta Transaroil
l. BapuvaHTbl UCMOSTHEHUA :

Transarolll Silverboard Mini, cknagHoi - 1 wT
Transarolll Silverboard Mini, HecknagHoin - 1wt
TransaroM Silverboard Standard, cknagHoii - 1 wTt
TransaroM Silverboard Special, cknagHoli - 1wt
TransaroM Silverboard Special, HecknagHo - 1wt
TransaroM Blueboard Mini, cknagHoii - 1 wrt
TransaroM Blueboard Mini, HecknagHoli - 1 wTt
TransaroM Blueboard Standard, cknagHoi - 1 wr
TransaroM Blueboard Long, cknagHoii - 1 wrt
TransaroM Hygieneboard Mini, cknagHOR.C NpMHagaeXHoCTaMuU - 1w
MpuHapnexHocTu:

OpfHopa3oBOe CKOJb3ALee NOKPbITUE, BapUaHT UCMNOJIHEHUSA:
- pasmep 60 cm *100 m B pynoHe - ot 1 go 10 wr
- pasmep 60 cm*100 M B py/nioHe B KOpobke-aucneHcepe- ot 1 go 10 wr

11. Transaroil Hygieneboard Mini, HecknagHoi, ¢ NPUHaA/IEXHOCTAMM - 1 WT:
MpuHapnexHocTu:

OfHOopa3oBoOe CKOMb3SLEe MOKPbITUE, BaApUaHT UCMOJTHEHUS:
- pa3mep 60 cm *100 m B pynoHe - ot 1 go 10 wrt
- pasmep 60 cm*100 M B py/nioHe B KOpobke-gucneHcepe - ot 1 go 10 wr

12. Transaroil Hygieneboard Standard, cknagHoli,c NnpuHagnexHocTamm - 1wt :
MpuHapnexHocTu:

OpfHopa3oBOe CKOJb3ALlee NOKPbITUE, BapuaHT UCMOJSTHEHNSA:
- pa3mep 60 cm *100 m B pynoHe - oT 1 go 10 wr
- pasmep 60 cm*100 M B py/ioHe B KOpobke-aucneHcepe- ot 1 0o 10 wr
- pasamep 53*180 cm, 60 wWT B pynoHe ¢ nepdopaumneid - ot 1 go 10 wr

©CEONDUTAWN P

=
©

NHCTPYKUMS MO UCMOSIb30BaHNI0

[Janee no TeKCTy MHCTPYKLUM UCMOMb3YIOTCA COKPaLLEeHHble HAUMEHOBaHWA YCTPOICTBO ANA nepeMeLleHuns
Transaroil, YcTpoiicTBO, MeANLUHCKOE n3genue.
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1. TexHn4YeCkue xapakTepucTnKmn

B ocHoBe npuHumna JessTasa yCTpoUCTBa ANKA NepeMeweHna NAUNEHTa NeXn™ 1B/ KehA2 OTHOCUTENBHO Apyr

Apyra ABy X B3auMOJEUCTBY OWnX NOBEPXHOCTEN, OAHA U3 KOTOPLIX HAXOANTCH B CTATU4HOM COCTOSHWUMN,. @ BTOPas

BPALLAETCS BOKPYr Hee

YCTpoWCTBO AN nepemewlenns nauventa Transaroll Blueboard coctouT w3 2 KOMNOHEHTOB — OCHOBbLI W

CKOMb3Swlero NokpoiTas Croab3vulee NOKPLITUE CUHEr0 UBEeTa HaAeTO HA OCHOBY yClTLOWCTBA w1 csodoaHo

BPALIAETCS BOKPYr OCHOBbI

OcHoBa MOXeT ObiTb CKNAJHOW B 3aBACUMOCTN OT BapuaHTa UCNOMHEHUR yCcTponcTaa Ckonb3swee NoKpbIThe

ABNARETCA CHeMHbBIM. MHOrOPa3080oro NCNOSbL30BaHUR.

Transaroll Blueboard

-
Ckonsaswee
nokpeITne
OcHosa ycTrpoictsa
Transaroll Blueboard Standard, cknagHon
Kat. Ne 4501100
1.1 OcHOBHblE TEXHNYECKHE XAPAKTEPUCTUKN
- Kar. Ne O6o3HaveHne/BapnaHThbI FabapuTHbie " Bec*, | Makcuma  Kparkosp | YHUKaNbHbIA
, NCNONHEHNA pasmepnbr*, 1 x «r nbHas eMEeHHan  naeHTUNUMPY
‘ | , WxT, mm Harpyska Mmakcuma  1owmn koA |
; npw NbHan MeaULUHCKOro
ckonbXeH Harpy3ka  wu3genna(UDIDI)
| m, Kr | npn
i ; : | ' nopveme
i | | K
' 4501100 : Transaroll Blueboard Standard, 1800 x 500 x 20 200 300 (01)0405085604305 «
' . CKNaaHoOM : 1.800 4(11)xx(10)xx |
4500400 Transaroll Blueboard  Mini, | 950 x 500 x20 i 200 : 300 (01)0405085603638
i HECKNaaHoW 0.990 | | 4(11)xx(10)xx !
4500403 ' Transaroll  Blueboard  Mini. - 950 x 500 x 20 | ' 200 300 | (01)0405085603304
| | CKNnagHow | 0990 | D 8(11)xx(10)xx
| 4500406 ! Transaroll  Blueboard Long, | 1950 x 500 x20  1.960 ' 200 ; 300 + (01)0405085603304
» ! cknagHou ; i ! 9(11)xx{10)xx

* MabapuTHble pasMeps! 1 BEC C Y4ETOM R0NYCTUMbIX OTKNOHEHUR +10%

** KpatkoBpemeHHbi Nnoagbem He 6onee 30 cexyHa

Ycunue, npunaraemoe MeguuUHCKUM NepcoHanom AnNA nepeMeweHns YyCTPOMCTBA NO rOpU3OHTaNW ¢

pasMeleHHbIM Ha HEM NAUNEHTOM:

UCNONHEHUs
« Transaroll Blueboard ‘

|

i

]

" MakcumansHoe ycunue | MakcumanbHoe ycunue Tsrv, |
BapwaHT ucnonnenns ' Tonkawms, He Bonee: | e 6onee
Harpys3ka | 150 kr - 200 kr 150 kr | 200 «r |
Ans BCex BapwaHTos | 123,5 H i 165,0 H 1480H 1950 H ‘
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1.2 Martepwuanbl

YacTb ycTpoiicTBa MaTtepuan LiseT Bug, CBoOWCTBO
KOHTaKTa

OcHoBa ycTpoiictBa Transaroll  nonuaTuneH, He coAepXuUT  YepHblid Mpamoii PeHTreHo-
natekc KpaTkoBpeMe  npo3pauyHblii

Ckonb3sauiee nokpbiTue Ans  HeinoH CwuHwit HHbIN

ycTpoiicTBa Ana  BapuaHTa KOHTaKT

ncnonHeHus Transaroll

Blueboard) i

1.3 YnakoBKa

YCTpOIACTBO ynakoBbIBAETCSA BMECTE C WMHCTPYKUMEA MO WMCMNOMb30BaHUIO B
npo3payHblii NONN3TUNEHOBLIV NakeT, a 3aTeM MOMELLAETCS B KOPUYHEBYHO
KapTOHHYI0 KOPOOKY M 3anevyaTtbiBaeTCs Kenkon neHton Transatlantic.
WHouBnayanbHasi ynakoBka $IBASIETCA OAHOBPEMEHHO W TPaHCMOPTHOL
YNaKoBKOM.

PasMepbl KOPOGKM pa3fiMyaloTcsl B 3aBUCMMOCTY OT pasmepa ycTpoiicTsa:

Kat. Ne O603HavyeHne/BapuaHTbl UCNONHEHUSA [abapuTHblie pasmepbl  Bec 6pyTTO*, KI
KOpOGKU*, MM

4501100 Transaroll Blueboard Standard, cknagHoi 920 X 535 X 75 2,8

4500400 Transaroll Blueboard Mini, HecknagHoi 975 X 520 x 57 2,0

4500403 Transaroll Blueboard Mini, cknagHoi 975 x 520 x 57 2,0

4500406 Transaroll Blueboard Long, cknagHoli 975 x 520 x 57 3,0

* [abapuTHble pa3mepbl U BeC 6pYTTO (B TPAHCMNOPTHOW ynakoBKe) € y4eToOM AOMYCTUMbIX OTK/IOHEeHUA +10%

1.4 YcnoBusi NCNo/ib30BaHUs, XpaHeHUs, TPaHCMOPTUPOBKMU

Vicnonb3oBaHue:
Temnepartypa UCNoNb30BaHUA*: +10°C+30XX
BnaxHocTb: He onpegeneHa, 6epeyb OT nonajaHus snaru

XpaHeHue 1 TpaHCNopTMPOBKA:

TemnepaTtypa XpaHeHua*: YcTtpoiicTteo: +10°C+30°C

YcnoBusa xpaHeHus: XpaHuUTb B CyxOM, 3allulLeHHOM OT B/farM mecte; 6epeub OT
COJIHEYHOrOo cBeTa

BnaxHocTb: YcTpoiicTBo: He onpegeneHa, 6epeyb OT nonagaHus Bnaru

YcnoBusa TpaHCNoOpPTUPOBKU*: +10X+30°C

*¥YCcnosua XpaHeHua U TPaHCNOPTUPOBKU YCTaAHOB/IEHbl MpPou3BOAMTENIEM [/ COXPaHeHUs MNPOYHOCTHbLIX
CBOWCTB OCHOBbI yCTpOVICTBa N CKOJIb3ALWNX CBOIiCTB NOKPbITUA.

TpaHcnopTMpoBKa AonyckaeTcs J1l06bIM BUAOM KPbITOrO TpaHcnopTa C COG/AAeHMEM pPeKoMeHAYyeMoro
TeMnepaTypHOro pexuma.
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2. MNMokasaHusa K NMPUMEHEHUIO / obnacTtb NMPMMEHEeHUA / Ha3Ha4veHne

Moka3aHusA: M3-3a LWIMPOKOro cnekTpa 3KCcnayaTauuMoHHbIX BO3MOXHOCTEN NokasaHus K NPYMEHEHW He MOryT
6bITb NPMBA3a@HbI K ONPeAeIeHHbIM KIIMHUYECKAM C/lyYasiM. YCTPOIACTBO 411 NepeMelleHns nauueHta Transaroll
Blueboard nogoxoant Ans Bcex BUAOB NPUMEHEHWW AN Nogein, KoTopbiM TpebyeTcs NomMoLlb Npu GOKOBOM
nepemMeLleHun.

O6nacTb NpUMeEHeHusi: YcTpoiicTBo Blueboard MoXHO Mcnonb3oBaTb A/ NepeMelleHus naumeHTa mexay
[BYMSI TOPU30HTA/IbHBIMU MOBEPXHOCTSIMU, PACMOSIOXEHHBLIMU PAAOM (Hanpumep, MeAuUMHCKas KposaTb -
MeAuLMHCKasl KpoBaTb, MeAWLMHCKAsh KpoBaTb - KaTasika A/1a MpUHATMS aylla, MeAWUMHCKas KpoBaTb -
onepauuoHHbIi CToN, KaTaska - CTo/n A58 ocMoTpa).

Ha3zHaueHMe: YCTpOCTBO AN nepemelleHnss nauyueHta Transaroll npegHasHaueHo A7 MSTKOro,
6€360/1€3HEHHOM0, C HU3KAM KO3(PMIULMEHTOM TpeHusl, GOKOBOrO MepeMelleHus fgeil ¢ orpaHnyeHHbIMU
BO3MOXHOCTSAMU MepeaBUMXEeHNss METOO0M CKOJIbXEHUS.

MoTeHUuManbHble Mosb30oBaTenn: [As 3KChayaTauuu [aHHOro ycTpoiicTBa He TpebyeTcs crneuuanbHoro
o6pasoBaHNs WM 3HaHWA. ToxanyiicTa, BHUMAaTE/IbHO NpouYnuTaiiTe WMHCTPYKUMIO Mepes MCMofib30BaHUEM.
MoTeHuManbHbIMKU  NOMb30BATENAMU  SIBASIOTCA  MAaAWWiA M cpefHuii  MeAWUMHCKUIA nepcoHan nocne
03HAKOMJ/IEHUS C MHCTPYKLME MO MCNOJSIb30BaHMUIO.

3. MNMoBTopHOE NPUMEHEHME

YcTpoiictBa pAna  nepemelwieHns nauweHta Transaroll Blueboard npepgHasHayeHbl A7s  NOBTOPHOrO
ucnonb3oBaHus. He ABNSOTCA 04HOPA30BbIM MEANLMHCKUM U3LENNEM.

Mepen NOBTOPHLIM MCMOMb30BaHMEM HEOO6X0A4MMO MPOBECTU TLATE/IbHYI0 NPOBEPKY YCTPOWCTBA Ha OTCYTCTBUE
noBpeXAeHWn 1 NPaBUNbHOCTb (PYHKLUMOHUPOBAHUSA, OYUCTUTL UK NPOAE3UH(ULMPOBATL YCTPOCTBO.

4. MpoTuBOMoKasaHus /| pUCKU NMPUMEHEHUsI
MN3BeCcTHbIX NMPOTMBONOKA3aHWI HET.

Mepen Hayasiom 3KcnayaTauuMm ycTpoiicTBa NOJSb30BATE/IM AO/DKHbI BHUMATESIbHO NPOYMTaTh WMHCTPYKUMIO MO
MCMO/b30BaHNO, B KOTOPOI NoApOGHO OMUCLIBAKOTCS, B TOM 4YMC/ie C WUCMOJSIb30BAHWEM HarnisagHbIX PUCYHKOB,
NnopsifoK M 0COGEHHOCTU 06GpaleHNst ¢ YCTPOMCTBOM. Ecnn nonb3oBaTenn He 03HAKOMW/INCL C UHCTPYKUMSMU
no ob6paweHuto c yctpoinctBoMm Transaroll Blueboard, o6palieHue c ycTPONCTBOM MOXeET MPOM3BOAUTLCA
HEKOPPEKTHO, YTO MOXET HaHecTu yuiep6 340pOBbH MauueHTa u/mnu nonb3oBatens. Heobxogumo cobopath
WHCTPYKLMKN NO MPUMEHEHUIO, YKa3aHHble B NyHKTe 5, 1 NpaBuia TEXHWKU 6e30MacHOCTU, yKasaHHble B MyHKTE 7.
AHann3 pUCKOB TMNPUMEHEHUS MOKasblBaeT, 4YTO O6GecrneyeHHble npeaynpeanTenibHble Mepbl He TpebyloT
[LOMOJIHATE/IbHBIX Mep MO YNpaB/IEHU pUCKaMU MNPU YC/I0BUMU COG/OAEHMSA MPaBWUN NPUMEHEHUS U NpaBus
TEXHUKN 6e30MacHOCTH, OMUCAaHHbIX B AaHHOW WHCTPYKLUN.

Monb3oBaTtenb HeceT WUCKIIUYUTENIbHYI0 OTBETCTBEHHOCTb 3a onpejefieHve MpUrogHocTM YycTpoicTea
Transatlantic Blueboard gna kKoHkpeTHoro npuMmeHeHusi. KomnaHua TpaHcatnaHTuk [Transatlantic] He HeceT
OTBETCTBEHHOCTU 3a Kakoe-Nnbo HeHaanexallee Mcnosb3oBaHue ycTpolictB Transaroll.
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5. Wcnonb3oBaHue / pa3meleHne yCTponcTea

O PacnonoxwuTte BctaHbTe  cboky  OT
YCTPOACTBO COBOKY OT naymeHTa, Haligute
nauueHTa. TOUKY ornopebl, "

ynMpascb B NieyYo u
6enpo nayneHTa,
ToNnkalite ero B
HanpasfeHun
nepemeLleHus.
Y6eautecb, 4TO TOPMO3 UT0O6bI ybpatb
Konec  KpoBatu WM YCTPONCTBO, MOBEpHUTE
KaTa/ikm aKTUBUPOBaH' nauueHTa HEMHOro Ha
60K B
NPOTUBOMOSIOXHYIO
CTOPOHY.
AKKypaTHO roBepHuTe YaepxuBaa nauueHta
nauneHta Ha 60K K cnerka Ha 60Ky,
noanoxure Kpai BblTalMTE YCTPOIACTBO
ycTpolicTea nog n3-nog, nauueHTa.

nayuMeHTa, Tak u4TOObI
rosioBa, nse4yeBoil Nosic
n obnactb Tasa
nauneHTa Haxoawuaucb
Ha Kpaw yCcTpolicTBa.

YcTpoiictBo Transaroll umeeT peHTreHonpo3payHoe soXxe, He WMeeT MeTa/l/IMYeckMx uacTeli U MOXeT
NCNosib30BaTbCA NpY NPOBeLEeHUN Takux npoueayp kak peHtreH, MPT, KT 6e3 Heo6xoAnMOCTY nepekiajbiBaHus
nauneHTa.

6. Cpok akcnnyataumun / XU3HEHHbIW LMK

OXxugaemblit cpok akcnayaTauum ycTpoictea Transaroll Bluebeard coctaBnsiet 5 net npu ero ucnonb3oBaHum B
COOTBETCTBUU C MpaBuiaMu TEXHWKM 6e30macHOCTU. OrpaHuyYeHuii Ha 3TOT Nepuos Her.

B 3aBUMCMMOCTM OT Harpysks BO3MOXEeH 6o0nee AnuTenbHblli unu 605ee KOPOTKWAA CPOK 3KCnyatauuu.
YCTpoiiCcTBO AN NepeMelleHns NauueHTOB TakkKe MOXeT cTaTb nNpexAeBPeMEeHHO HenpurogHbiM K
MCNOSb30BaHNIO B Crlyvae MOBPeXAeHUs YCTPOCTBa.

7. NMpaBnna TeEXHUKN 6e30nacHOCTU /PYHKLMOHaIbHass NpoBepka

«OCTOPOXHO» o03HayaeT BO3MOXHYIO OMaCHOCTb, KOTOpad MOXeT MpuBECTU K
TpaBMamMm UM MarepuasibHOMY yuiepoy.

HewncnpaBHble U3gennsa UCnonb3oBaTb Hesb3A.

"OnacHocTb CcKonbXxeHua"! Cnegute 3a Tem, 4TOObl nNauveHT npyu U3MEHEHUW MOJIOKEHUS WN
nepeMeLleHnn He COCKasb3blBasl C KPOBaTKW, KyLUETKN WK APYTUX NOBEPXHOCTEN.

OnacHocTb TpaBMupoBaHua! Mpu ncnons3oBaHun yctpoiictea Transaroll Bluebeard Bcerga cnegnte 3a
Tem, 4ToObl KpoBaTb, KylleTka WM Kakoe-imbo NOABWXKHOE OCHOBaHWe 6blnn YyCTONYMBLIMU, TO €CTb
TOpMO3a A0/DKHbI ObITb aKTUBMPOBAHbI
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~ YGeauTece. 4t0 ycmponzTa0o Transaroll Blueboard yCTOR4MBO pacnonOXeHo Ha 052X NOBEPXHOCTAX B
30He nepemewe~+a 230003408 PACCTOSHUE MeXay MNOBEepXHOCTAMY w3 <J72C0s»x NPOU3BOAWNTCH
nepeMewerne nage~-2 1oMxHOo ObiTh He Bonee 15 cm

~ 3a npvHATUE pewenns TpedyeTtcs N ANA NepeMelleHUs NauweHTa HeCKONbKO 1orb3osarenev vunu
MOryT N noTpedoBa~sCA  JONONHUTENbHble Mepbl 6e30nNacHOCTU.  HeceT OTBEeTCTBEHHOCTb
nons3osarenb'yypexiedve

~ Huxorga He ocTasnavite nayneHTa. pasmeweHHoro Ha Transaroll Biueboard Se3 npucmoTpa

~ Yctpowctso Transaroll Blueboard He AOMKHO OCTaBATLCA NOA NAUMEHTOM MOCHE Ero NepeMeLLeHvs.

~ Yb6eautecb. ocobeHno Npu noabeme ycTponcTsa Transaroll Blueboard, 4TO nauMeHT HadexHo NexuT Ha
yCTPOWCTBE N HE MOXET COCKONb3HYTb BHW3.

~ Cnegwute 3a Tem. 4TOObI NEpeMewWieHns NPOBOANIUCH NOMNb30BATENAMN C YUETOM Harpy3Kn Ha CruHy.

» HeoGxoanmo cobnoaats orpaHuyeHus no secy nayventa (200 «r).

YCTpOWCTBa ANs NEPEMELLEHNA TaKKe NOABEPKEHLI NPOUECCY eCTECTBEHHOrO cTapewus. MNposepsaiTe ugenve
PerynsipHo v TwarensHo. Y6eaurecs, 4To u3genue Haxoautcs 8 6e3ynpedyHOM COCTORHUN 1 4TO MaTepvan He
NOBPEXAEH (HeT Pa3pbiBOB MNU NOPE30B CKONLIAWEro NOKPLITUS, PACXOXAEHUS LWBOB. Pa3pbiBoB. NOPE30s.
BbIKPALMBAHWA OCHOBbI YCTPONCTBA).

Mepb! NPeaoCTOPOXKHOCTH: HE NCNONL30BATL YCTPOACTBO B CNy4Yae ero NOBPEXAEHNS.
Kputepun HenpurogHOCTU: UMEITCR NOBPEXAEHNA CKOMbL3AWEro NOKPLITUA (Pa3pbiBbl. NOpPe3bl, PacxoxaeHue
WBOB) MW OCHOBLI YCTPOWCTBA (PaspbiBbl, NOPE3bl, BbIKPALUMBAHWE).

YCTponCcTBO Ans nepemeulenns Transaroll B BapvwaHTax WCNONHEHWS COOTBETCTBYIOT CaMbiM  BbICOKNM
TpeboBaHUAM K KQuecTsy.

YcTporcTeo Ans nepemeuleHus Transaroll Blueboard He umeeT npuHaanexHocTewn, He NPeaycMOTPeHo ANs
“CNONBL30BAHUA B KOMOUHAUMN C APYrUMU MEAVNUMHCKUMN UNU HEMEANUWHCKUMU U3SENUAMU K NCNONb3YeTCA
CaMOCTONTEeNbHO.

YCTPOWCTBO HE COAEPXKWT NEeKapCTBEHHLIX CPeACTB, MaTepuanoB XUBOTHOTO W/WNU  4eNOBEYeCcKOro
NPOVUCXOXAEHNSR.

YCTPONCTBO roTOBO K NPUMEHEHMIO CPa3y NOCNE PacnakoBbiBaHWSA, HE TPeOyeT yCTaHOBKM, HACTPONKU 1K Apyrnx
AeucTevi ANs BBOAA B IKCNNyarayuio.

YCTPOWCTBO He ABNAETCA CTEPUbHLIM U He TpebyeT cTepunusaynv nepea NPUMEHeHueM.

YCTPOWACTBO HE ABNAGTCA WCTOMHUKOM Kakoro-nubo v3ny4YeHws, COOTBETCTBEHHO HE OKa3biBaeT BAWUSHUA Ha
Apyrve meauuvHckue nsgenus. A Takxe He NOABEepPraeTCs BNUAHWIO BHELWHUX (hakTOPOB OT APYruX MEANLIMHCKNX
u3pnenvn.

O cepbesHbix npoucwecTsusx Heobxoaumo coobwaTs NPON3BOANTENIO U KOMNETEHTHOMY OpraHy rocyaapcTea-
y4acTHUKa, B KOTOPOM HaxXOAWTCR NONb30OBATENL UW/WNW NaUWenT.

8. Ouucrka, yxoa n pe3nHdekuma

Cronb3saulee NokpuiThe HeobxoAMMO OYULLATL MEANUMHCKUMU AE3MHMDULMPYIOWUMK CPeacTBamMy A0 U nocne
NCNONb30BaHWUA NPU KAXAON CMEHE nauneHTa.

[eannekuna nposoanTCS NPOTUPAHWEM CMOYEHHON AE3VHMUUMPYIOWUM CPeaCTBOM CandgeTkow unu
pacnbineHvem ae3nHgUUMUpYIOLLEero pacTeopa Ha NOBEPXHOCTS. [le3nHpuUMpyemMbie NOBEPXHOCTU HEOBX0ANMO
OCTaBWUTL A0 NOMHOIO BbICHIXaHWS.

8.1. Ckonb3Awee NOKpbITHE (CHHee)

Mpu ouuctke He ucnonb3ynte abpasvsHbie unu oTGenuBalWMWe CPEACTBA M NPEAMETLI C OCTPLIMU KPasMK.
Ucnone3osanne otGenuBaloWwuUx WNM YMCTALMX CPEACTB, a TaKKe CNUPTOCOAEPXalMX CPeACTB., MOXeT
HeobpaTUMO yXyAWNTL (DY HKUMOHANbHLIE CBONCTBA HUKHErO NOKPLITUS CUHEro useta. CuHee NOKPLITUE MOXHO
nerko  Ae3vH@UUUPOBATL C NOMOWIBIO  KWUCMOPOAHbIX AE3NHPUUWUPYIOLMX PacTBOPOB WNU  PacTBoOpOB.,
coaepxalwmx ankunaumeTunbeH3nnaMmoHmniA xnopua, NONUrekCameTUNeHryaHuanH xnopua.
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Ons nonbaosartenen B Poccuickon degepaunn Ana nposaaeHus J23uHEEKUMN PEKOMEHAYETCA UCNONL30BATD
- As3undvuvpyowee mowwee cpeacrso «eMoC». npoussoactea OO0 «ulM», Poccua (cBuaeTenscTso o
FOCy2apCTBeHHOR perucTpauwn RU 77.99.01.002.E.035064.09.11) unu ananoruyHbie No cocTasy CPeacTBa Ha
OCHOBE 2NKNNAUMETUNGEHINNAMMOHUA XTOPVA W /MK NONUTEKCaMEeTUNEHTY3HUGWHA XNOPNAA, PaspelLLeHHbie
K NPUMEHEHWIO.

Mpy HEOBXOAWMOCTU CKOMb3ALLEE NOKPLITUE MOXET ObiTe CHATO. CKONb3AWee NOKPLITUE ANA YCTPOWCTBa
Transroll Bluebord MoxHO cTupaTts 8 MawmHe npu Temnepatype 60 'C n CywuTs Npr HUIKKX TemnepaTypax (40—
50 C). icnonb3yiTe markoe mosowiee cpeacrso! He ucnonesyite konauunoxep ans Genbs!

d ' Cyuixa 8 GapaGawe npn HU3KOW i

' Ctvpka npu 60° ), . Temneparype

X &

. He ncnonesoeats othenueaiuue cpeacraa E ! Hernagute
i {

-

I

! He noaseprate XMUUECKOH YNCTXE | @ i He coaep»ut navexc !
. R

| .

CKONb3ALES NOKPLITE HENPUTOAHO ANS NCMONL3OBAHHA B ABTOKNABS N3-3a TEPMOHYBCTBUTENLHON CTRYKTYPbt
marepuana.

8.2. OcHoBa yCTPOWCTEA ANA NEPEMOIOHNA NALMNEHTE

Camo ycTpoiicTBo cnocobHO BbiaepxaTe GONbLUOA N3HOC W MOXET ObiTh OYHLLEHO OBGbIMHLIMW GeITOBBIMK
YAUCTALLUMM CpeacTeamu u BOAOW.

OBeivHan ouncTKa: [ANA O4NCTKM MCNONb3yATe Tennyilo eoay u msarkoe GbiTosoe uucTawee cpeacteo. MNpu
HEobOX0ANMOCTN NPOTPUTE YCTPOACTBO BAAXHON TKAHBIO W 4aNTE eMY ROMHOCTHIO BbICOXHY T,

Oeanndexuun: YCTPORCTBO MOXHO Nerko Npoae3nHuumposaTh ¢ NOMOLLLIO Ae3MHMNUMPYIOWero pacTeopa Ha
CNWPTOBON OCHOBE (Ha OCHOBE W3ONPONWAOBOrO, N-NPONWIOBOrD, ITUNOBOrC UNK Apyrux cnuprtos). Bceraa
OCTaBNRRTe PACTBOP AO NONHONO BbICHIXAHUA.

YCTPORCTBO HENPUrogHO ANA Ae3uH(EKUNN B aBTOKNABE W3-32 TePMOYYBCTBUTENbHOR CTPYXTYPL! MaTepuana.

Ana nonu3osateneid B Poccwickoi PepepauMm ANA NPOBEASHWA AE3MHMDEKUMN PeKOMEeHAYeTcA
WCNONL30BATD:

- Resnncmywpyouee cpeacrso «AsaHges-A», npouseoactea OO0 «[lesocs, Poccua (CBMAeTeNLCTeO O
rocyaapcTeeHHo# pernctpauwn RU 77.99.32.002.E.002145.06.21)unn aHanorMyHbIe NO COCTaBy CPEACTBa Ha
OCHOBE 3TVANOBOIO, N3ONPONKNOBOrC AKX N-NPONUNOBOTC CNMPTOB, PASPELLEHHBIE K NPUMEHEHWIO

8. Mapxnuposka uzgennn / CE

YCTpoicTBO ANA nepemewenun nayvwenta Transaroll Blueboard sBnseTc MeguUMHCKUM nagenvem knacca | v
» cooteetcTayeT Pernamedty EC 2017/745 Esponeickoro napnameHta n CoBeta 0 MeANUWHCKAX W3aenuax
(MDR) ot 05.04.2017 r.

Kak npoussoguTent U ANCTPuBLIOTOP MeAUUMHCKWX N3AENUiA, Mkl CEPTURDIUMPOBaAHE! B cooTBETCTBIM ¢ DIN EN
ISO 9001:2015 » DIN EN ISO 13485:2016. Hawum MeavLMHCKHE N34enns NPOLWNN COOTBETCTBY IOLWYI0 NPOLIeAYPY
OUEHKW COOTBETCTBUA W NOITOMY UMEIOT Mapkupoexy CE.

nanenagyansHan mMapkuMpoBKa usaenus npeactasnseT u3 ceGA  QBe NNEHOMHBIC ITUKETKH CNeLManbHON
chopmbl, cooTBETCTBYIOWER PpEnbedy YCTPONCTEA, KOTOPLIE PA3MELLAIOTCA C BepXHel n HUXHER CTOPOH uagenus
¥ cogepxar cneayiowyo wHopMaunio:

Nudopmauus Ha BEPXHER ITUKETKE: HAMMEHOBaHKE W aApec NPONSBOAUTENS, HOMEP Na KATanory, Koa NApTUN,
AaTta NPOM3BOACTBA, MakcumanbHan Ge3onacHas Harpys3xa, CHMBOND  YCNOBUA MCNOMbL3OBAHWA, XPAHEHNA N
TPaHCNOPTUPOBKN, CUMBOMNLI NPEACCTEPEXESHNWA, CUMBOAN WHCTPYKLINK, CAMBON MEOWLMHCKOrO U3AeNnA, KNace
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prucka, CUMBOJ1 YHUKasbHOro upeHTudukatopa, DataMatrix kog, CE-mMapkvMpoBka, (MOAPOOHO CM. Tabnuuy
CuMBO/bI), BEPCUSA ITMKETKU (rev ) Norotun KomnaHum, ctpaHa npovcxoxgeHusa (Made in Gerrany)

VMHopmaumss Ha HWXHE 3~~/KeTke. HaMMmeHOBaHWe BapuaHTa WCMNOJIHEHWUS, AaTa /IpoM3BOACTBA, BeEpCUs
aTukeTku (rev ), QR-koa. cumBosi NFC, norotmn KOMAaHum.

((Cnfcj))

MapkupoBka YcTpo(cTBa COAEPXUT CUMBON , YkasbiBatondA”, 4to B faHHOM MecTe pacnofnaraertcs
NFC meTka, cogepxaliasa uHopmauno 0 CEPUNHOM HOMepe YcTpoicTea. [ns cumTbiBaHUSA 3TOW MHopmauum
BOCNO/b3yATECH NpeAycTaHOB/EeHHbIM npunoxeHnem NFC Ha cBoeM cmapTdoHe (Mpy Hanuuum Takoi
dhyHKUMKM). N 3TOro Heo6xoAUMO OTKPbITh npuioxeHme NFC 1 nogHecTy cMapTOH Ha paccTosiHne He 6onee
10 cm oT cumBona NFC Ha YcTpoiicTBe, Ha akpaHe cmapTgoHa 0Tobpasntca nHgpopmMaumsi 0 CEPUNHOM Homepe.
MapkmpoBka YcTpoiicTBa copepxuT DataMatrix kog: npu cuuTbiBaHUM Koga oOTob6paxaeTcs cnegyollas
coxpaHeHHass wuHdopmauymsa: (01) Homep GTIN (rnob6anbHblii HOMEP TOBApHOW MPOAYKUMW B €4MHON
MexayHapogHoli 6ase ToeapoB GS1), (11) gaty npoussogcTea 1 (10) Homep napTum.

MapKk1poBKa YcTpoiicTBa cofepXut QR Kof: NMpu CUUTLIBAHUM COAEPXUT CChISIKY Ha Be6-caiiT nponssBoauTens.

MprMep MapKUpPOBKK U3Aenus

DataMatrix kog, QR «kopg,

iMTiMfoti Bltichoaid

Mapk1MpoBKa ynakoBKW yCcTpoiicTBa:

DTUKeTKa COLEPXUT C/eAyoLYyI0 MHOPMAaLUI: HAaMMEeHOBaHMe U agpec NpPovM3BOAMTENS, HOMEep Mo KaTasory,
Ko4 napTuu, HaMMeHOBaHME BapuaHTa WCMNOMHEeHus, pasmep, cknagHoi (d®l6able)/HecknagHoii (non-foldable),
JaTta Mpou3BOACTBA, CUMMBOJIbI  YC/IOBUIA XpaHEHWS M TPaAHCMOPTMPOBKU, CUMBOST WHCTPYKUWM, CUMBOS
MEeAMLMHCKOTO u3fenns, KlacC pucka, CMMBOJST YHUKaNbHOrO uAaeHTudukaTopa, DataMatrix «koag, CE-
MapkMpoBka, (nogpo6bHo cMm. Tabnuuy CumBONbI), Bepcus 3TUKETKM (rev.), NoroTun KomnaHuy, cTpaHa
npoucxoxgeHnsa (Made in Germany), agpec cTpaHuubl B ceTu VIHTEpHET.

MprmMep MapKMpPOBKM YNaKOBKM

REF 4S01100 Transorol Blueboard
SLH
tijc . ACc N

DataMatrix kopg,

CET

Mo #- it IS ™ 16T iw jwj

MpuMep AONONMHUTENBLHOR MapKUPOBKM YNakoBKM anst Poccuiickoli ®degepaunn

B uensax CO6I'IlO,E|,eHI/IF| pOCCVIVICKOFO 3aKoHoadaTesibCTBa [AONOJ/IHUTEJIbHO K Opl/lrl/lHal'IbHOVI MapKMpoBKe
nponssoanTens 6y/J,yT NMPUMEHATbLCA 3TUKETKN B BUAE CTUKEPOB Ha PYCCKOM A3bIKE.
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MapkMpoBKka B BWAE CTUKEpa Ha PYCCKOM si3blke SIBASIETCS AOMOMHWUTENbHOM MapKMpPOBKOW K MapKMpoBKe
npou3BoauTens, coaepxalieii kaTanoXHblii HOMep, HOMep naoTuu/cepun U nNpedynpeauTenbHble CUMBO/IbHbIE
0603HayYeHuss. [lononHuWTeNbHAs MapKMpOBKA HA PYCCKOM $i3blKE HAHOCWTCS PSAOM  C  MapKMpPOBKOM
npou3BoauTeNns, He nepekpbiBas ee. [JaHHble Ha MapKUPOBKE AOMOMHAIT APYr Apyra W AO/IKHbI YUUTbIBATLCA B
COBOKYMHOCTHU.

YcTpoiicTBO Ansa nepemMew,eHus naymeHta Transaroll,
BapmaHT ncnosHeHnsa: Transaroll Blueboarci Mini, HecknagHom

I npoH3BOAMTenb:Transatlantic Handels-Gesellschaft Stoipe
I & Co. mbH, CumeHcluTpacce 7
61267 Holi-AHcnax, 'epmaHus

MHcopmayna o Homepe no kaT. (REF), koge naptum (LOT), parte
Npou3BOACTBA yKa3daHa Ha MapKWpPOBKE MPOU3BOAUTENS.
YnonHomoueHHbln npegctasutens B PO: 000 «bnoCucrembl» 197022,
Poccusi, CankT-lMeTtepbypr, yn.Mpodeccopa [onosa, pf.23, nurt.E,
Ten.: (812) 320-49-49 E-mail: main@ bioline.ru

«opsAivyan NuHUA» cnyx6bl TexHuyeckoih noaaepxku: 8-800-444-33-49

PeructpaunoHHoe ygoctoBeperme Ne oT

O6wWuii BUG, MapkMpoBKN Ha Npumepe BapuaHTa ucnosiHeHus Transaroll Blueboard Mini, HecknagHoia.

10. CtaHgapThbl ¥ cneunduKkaymm, NpUMeHMble NMOSTHOCTbIO UM YaCcTUUYHO

DIN EN ISO 13485:2021-12 V3genna meguumHckne - CUCTEMbI MEHegXMmeHTa - TpeboBaHus
ONns uenel perynvpoBaHus

DIN EN ISO 14971:2020-07 N3penna wmepuumnHckue - TpUMEHeHWe MeHeIXXMeHTa pPUCKOB K
MeAVLUNHCKUM U34enam

DIN EN ISO 20417:2022-03 V3penua MeauuuHCKne - WHdopmanms, nocrasnsiemMas
n3rotoBuTenem

DIN EN ISO 15233-1:2022-02 V3penua meguumHckue - CUMBO/bI, UCNONb3yeMble B MHpopmaumu,

npegocTaBnsiemMoli nsrotoputenem - Yactb 1. O6uime Tpe6oBaHus

DIN EN ISO 10993-1:2021-05 N3penua meguumHckme. OueHka  6uonorMyeckoro  AeicTeust
MeguuMHCKuX wmn3genuii. Yactb 1 OueHka W uccnefoBaHus B
npowecce MeHemKMEHTa PUCKOB

DIN EN ISO 10993-10:2014-10 N3pgenua wmeguuuHckue - OueHka OGMONOrMYeckoro AeicTeus
MeauLMHCKNX nsgenuii. Yacte 10: ViccnepoBaHust pasgpaxaroLwero
U CEHCUBUNN3NPYIOLLEro AEACTBUS

DIN EN ISO 10993-11:2018-09 N3pgenua mMeguumHckme. OueHka  6uonorMyeckoro  Aelicteus
MeAUNLMHCKNX n3genui. YacTtb 11 ViccneposaHud
obLieToKCMYECKOro gencTBns

Ona Poccwuiickoii ®epepaunn;

Poccuiickne ctaHaapThl

FOCT P 50444-2020 Mpubopskl, annapaTbl 1 060pyaoBaHne MeguumHckme. Ob6Lme
TexHuyeckue TpeboBaHus

FOCT P UCO 15223-1-2023 N3penus meguumHckne - CUMBO/bI, UCMOMb3yeMble B UHCDOPMaLIWW,
npegocTaBnsiemoli usrotosutesniem - Yactb 1 O6ume TpeGoBaHus

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



11. M'apaHTnA

FapaHTUiHbIA cpok 3kcnayataumum - 3 roga. l[apaHTUsi He pacnpocTpaHseTcss Ha AeEeKTbl, Bbl3BaHHbIE
HenpaBWUbHON 3KcnyaTaunen uam ecTecTBEHHbIM M3HOCOM. KomnaHus TpaHcatnaHTuk [Transatlantic] He HeceT
OTBETCTBEHHOCTU 3a C/lyyaiiHble WM KOCBEHHbIE MOBPEXAEHNSA UM MaTepuasbHbIi yuiepo

FapaHTUiHbIA CPOK XpaHeHus - 3 roga

12. YTnnnsauyua

Mepen BbLIBOAOM U3 3KChyaTauunm W yTuausauuein ycTpPoWCcTBO Heo6xoauMo npodesvHguumposatb. Ans
ycTpoiictBa Transatlantic Blueboard He cyuwecTByeT cneumasbHbiX npasun yrtunamsaumn. Ero cnegyert
yTUNAN3UpoBaTbh B COOTBETCTBUU C rOCYAapCTBEHHLIMU Y MECTHbIMU HOPMaMMu.

[Ona Poccwuiickon ®epepaumn pekoMmeHayeTcs yTUAW3MPOBaTb U3fenme B COOTBETCTBUM C YCTAHOBSIEHHbIMU
npasunamun CaHluH 2.1.3684-21 "CaHuWTapHO-3aNnAeMMNONornyeckne TpeboBaHMs K COAepXaHuo TeppUTOpUii
FOPOACKUX U CEeNbCKMX MNOCEeNEeHUd, K BOAHbIM 0ObeKkTam, NUTLEBON BOAE W MUTLEBOMY BOAOCHAGXEHWIO,
aTMOCIepHOMY BO34yXy, MOYBaM, >XWU/bIM MOMELLEHUAM, 3KCryaTaunmy NPOn3BOACTBEHHbIX, 06LLEeCTBEHHbIX
nOMeLLeHnd, opraHmM3auum © NPOBELEHMI0  CaHUTapHO-NPOTMBO3NUAEMMUYECKUX  (MPOOUNaKkTUYECKMX)
MeponpuaTuii" Kak knacc A (3anMaemmnosiornyeckm 6esonacHble oTxXoabl).

TpaHcatTnaHTuk XaHgenoc-resennbwadT WTonbne & Ko. m6X
[Transatlantic Handels-Gesellschaft Stoipe & Co. mbH]
CumeHcwTpacce 7

61267 Hoii-AHcnax, FepmaHns

Ten.: +49 (0)6081 9430-50

dakc: +49 (0)6081 9430-80

info@transat.de

www.transatlantic.de
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Tonbko gna Poccuiickoin degepayunmn
Bepcua 2.2

iIcCare
2024

I' cduktc tur 0 no h'

MHCTPYKUUS MO MCNONb30BaHUIO

YcTponcTBO ond nepemeweHns naumeHtaTranBarol

BapuaHTbl nCNoONHEeHUs:
Transaroll Hygieneboard Mini, cknagHoii, ¢ NnpMHag/eXHOCTAMN

Transaroii Hygieneboard Mini, HecknagHoW, ¢ NpPUHAAMEXHOCTAMMN
Transaroii Hygieneboard Standard, cknagHo, ¢ NpuHaAIeXHOCTAMM
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CunmBO/IbI:

£EE]

MNepemeLleHune ¢
KpoBaTtu Ha Kposarb

TemnepatypHbilii
[yanasoH

Homep no katasnory

He ponyckatb
BO3/ElCTBMA BNarun

li’C
y

LOT

A

Makc, BecoBas
Harpyska

MpounssoguTtens

He ponyckatb
BO3/€iACTBMS
COJIHEYHOrO cBeTa
Kop, naptum

OnacHocCTb
CKOJMbXKEHWUSA

Ca

C€
o

O6patutecb K
WHCTPYKLUMM 1O
MPUMEHEHWIO

3HaK COOTBETCTBUA

MegauumnHckoe nsgenve

CsobogHoe
paccTosHue — Mexay
MOBEPXHOCTAMMU, Ha
KOTOpbIX MPOV3BOAMTCS
nepemelleHne
naumeHTa [IOMKHO
6bITb He 6onee 15 cm.
He coAepxut
HaTypasbHbIi
Kay4yKOBbIi1 naTekc

UDI (Unique Device .

UDI Ident(ifica(iion) - (((NFC))) NFC (Near Field 3anpet Ha MoBTOpHOE
YHUKA/bHbIiA Communlcatlon) NpUMeHeHe
naeHTMrKaTop - ycTpoucrea, ¢ (Tonsbko ans
n3genna TexXHosornen 0HOpPa30BOoro

nogaepxanuns NFC CKOMb3ALLEr0

Ha 6/1M3KOM MOKpPbLITUA)

aCCTOSIHUW MOT

EﬁMeHVIBaTbCH 4 | AncTpubboTop (TONBKO
| ong 0HOpPa30BOro

JaHHbIMK 6e3 ﬂconbsﬂu_\epr'o P

MOAKTIOHEHNA 2 | NOKpbITUSA)

MpousBoguTtens:

TpaHcaTnaHTuk XaHgenboc-resennbwadt WTonbne& Ko. m6X
[Transatlantic Handels-Gesellschaft Stoipe & Co. mbH]
CumeHcwTpacce 7

61267 Hoii-AHcnax, FepmaHus

Ten.: +49 (0)6081 9430-50

dakc; +49 (0)6081 9430-80

info(gtransat.de

www.transatlantic.de

M1

CokpalweHHoe HammeHoBaHue: TpaHcaTnaHTuk [Transatlantic]
YNO/MIHOMOYEHHbIA NpeAcTaBUTeNb MNpou3BoauTensa B Poccuiickon depgepauumn, OCYLLECTBAIOLWMNIA
rapaHTuiiHoe/nocnerapaHTuiiHoe cepBMCHOE 0BCNYXMBaHME U NOALEPXKKY;

000 «bunoCucrembi»

197022, Poccus, 1. CaHkT-MeTepbypr, yn. Npodgeccopa Monosa, gom 23, nuT. E
Ten.: (812) 320-49-49 daxc: (812) 320-49-40,

e-mail: main(gbioline.ru

www.bioline.ru

Fopsayasa nuHna 8-800-444-33-49
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HanmeHoBaHMe MeAUUNHCKOro U3Aenna n BaApPNaHTbI UCNONHEHNA!

yZToowITe0 ang nepemMeweHn|a naumeHTa Transarol!
! BapwaHTtbl ncnonHerus

Transaroll Silverboard Mini, cknagroh — 1 wT
Transaroll Silverboard Mini. HecknagHon — 1 wT
Transarol! Silverboard Standard. cknagHown - 1w~
Transaroll Silverboard Special. cknagHown — 1 wT
Transaroll Silverboard Special. vecknagron — 1 wT
Transaroll Blueboard Mini. cknagron — 1 wr
Transaroll Blueboard Mini, HecknagHown — 1 Wt
Transaroll Blueboard Standard. cknagHon — 1 wT
Transaroll Blueboard Long. cknagHon — 1 wr
y 0 Transaroll Hygieneboard Mini, cknagHon.c npuHagnexHoCcTamMu — 1 wr:
MpuHagnexHocTy:
OaHopasoBoe CKONb3siLiee NOKPLITUE. BAPUAHT UCNONHEHNN:
- pasmep 60 cm *100 m B pynoHe —oT 1 a0 10 wr
- pa3mep 60 cm*100 m 8 pynoHe 8 kopobke-gaucnexcepe— ot 1 40 10 wr
11. Transaroll Hygieneboard Mini, HeCknagHoW. C NPUHaANEXHOCTAMU — 1 WT:
MpuHaanexHoCTH:
OaHopasoBoe CKONb3ALWEee NOKPbITUE, BAPUAHT UCNONHEHWN:
- pasmep 60 cm *100 m 8 pynoxe — ot 1 go 10 wr
- paamep 60 cm*100 m B8 pynoHe B kopobke-gucnexcepe — oT 1 4o 10 wr
12. Transaroll Hygieneboard Standard, cknagHon.c NnpuHagnNexHocTaMu — 1 wr :
MNpuHagnexHocTy:
OpaHopasosoe ckonb3siee NOKPbITUE, BAPUAHT UCMONHEHUN:
- pasmep 60 cm *100 m B pynoHe — o1 1 go 10 wr
- pa3mep 60 cm*100 m B pynoHe B kopobke-aucneHcepe— ot 1 ao 10 wr
- pa3mep 53*180 cm, 60 wrT B pynoxe ¢ nepdopauven — ot 1 4o 10 wr

2D OENDU B WN

Il MHCTPYKUMA NO MCMONB30OBAHMNIO

[anee no TeKCTy MHCTPYKUUN NCNONBL3YIOTCR COKPaLWEHHbIE HAVMMEHOBaHUA - YCTPOWCTBO 4NN NepemeLleHus
Transaroll, YCTpoACcTBO, MeanumHCcKoe nigenve.
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1. TexHNYecKne xapakTepucTnKku

1.1 OCHOBHble TEXHUYECKUNE XapakKTepuctukun

B ocHOBe mpuHUMna AeicTBus YCTPOICTBa AN NEpeMeLLeHNs naumeHTa NexunT ABMKEHME OTHOCUTENIbHO ApYyr
Apyra AByX B3aMMOAENCTBYHOLINX NOBEPXHOCTEN, OfHA U3 KOTOPbIX HAXOAUTCA B CTAaTUYHOM COCTOSIHMM, a BTOpast
BpallaeTcs BOKPYr Hee.

YcTpoiicTBO Ans nepemelieHna nauymeHta Transaroll Hygieneboard cocTouT M3 2 KOMMOHEHTOB - OCHOBbI U
0[IHOPA30BOr0 CKOMb3ALWEr0 MOKPbITUA, SBASKOLWErocs NPUHAANEXHOCTbIO K YCTPOWCTBY.

OcHoBa MOXeT ObiTb CKNagHOl B 3aBUCMMOCTM OT BapuaHTa WCMOSHEHWs YycTpolictBa. OpaHopasoBoe
CKO/b3silEee NOKPbITME 3e1€HOM0 LBETa HaAeBaeTCsl NOBEPX OCHOBbI YCTPOMCTBA 1 CBOOGOAHO BpaLlaeTcs BOKPYr
OCHOBbI. CKONb3silee MOKPbITUE SABMSIETCS CbEMHbIM, OHOPA30BOr0 UCMO/1b30BaHUS.

Monb3oBaTesieM MOXET 6biTb BbIGPAH OAMH WM HECKOIbKO BAPUAHTOB UCMOJIHEHNSI O4HOPA30BOr0 CKOMb3ALLEro
MOKPbLITUSI: B py/IOHe WM B KOpo6Kke AMCMeHcepe C BO3MOXHOCTbIO OTpes3aTth /o6yl HeoOXoAuMYo ASUHY
MOKPbLITUS WK B pyfioHe ¢ nepdhopaumeli ana oTpbiBa NOKPbITUS AAuHO 180 cwm.

OpHopas3oBoe CKOMb3sLLee
MOKpbITVe

Standard, cknagHoi

Kart. Ne 4500026

YctpoiictBoTransaroll Hygieneboard Heo6xoaumo uwcnofb3oBaTb COBMECTHO C  MNPUHAA/IEXHOCTbIO -
O[HOPAa30BbIM CKOMb3AWMM NOKPbITUEM B py/noHe. OAHOpa30oBOe CKO/Mb3slLlee MNOKPbITME npeacTaBnser
coboii pykaB M3 MOAW3ITUNEHA, MPOYHbIA Ha paspbiB, He coAepXaluii naTekc, He pasgpadkalowmii KOXy,
61OCOBMECTUMbIV 1 6e3BpeAHbIl ANA NULWEBbLIX NPOAYKTOB.

[nsa ypob6cTBa nonb3oBaTenss 0AHOPA30BOE CKOJb3silee MOKPbITUE BbIMYCKAETCA B HECKOSIbKUX BapuaHTax
NCNOMHEHUA: B PY/IOHE A8 CaMOCTOSATE/IbHOr0 OTpe3aHus MOKPbITUS HeoO6XOAUMON ANVHbLI WU B PY/IOHE C
nepcopauvein Ana oTpbiBa MOKPbITUS YCTAHOBMEHHOro pa3smepa. B 3aBucumocT 0T noTpebHocTel
NeyebHOro yypexaeHnss MOXHO BblbpaTb OAWH WM HECKO/bKO M3 BO3MOXHbIX MOAXOAALIMX BapuaHToB
NCNOSTHEHUS CKOJMb3SLLEro NOKpbITUSA, B Konuyectse oT 1 40 10 pynioHOB.

Ne Kat. Ne O603HavyeHue/BapunaHThl FabapuTHble Bec*, Makcuma KpaTkoBp YHUKanbHbIN
UCMNOJTHEHNA pasmepbl*, O X W kr NnbHasn eMeHHas naeHtTudpuumnp
xT Harpyska mMakcuman  youwuni koA
CKO/bXe bHas MeAULUHCKOTO
HUSA, KT BecoBas n3genuvsa

Harpyska**  (UDIDI)
, KT

1 4500036 Hygieneboard Mini, 950 x500 X 20 mm 0,700 200 300 (01)0405085604
cknagHoim; 2156(11)xx
MpuHagnexHoCTun:

4400200 OpfHopa3oBoe CKoJb3sllee 100 m X 600 mm 6,180 (01)4250355360
nokpbiTHe, 601(10)x
- pasmep 60 cm *100 m B
pynoHe

4400203 OpHopasoBoe CKoMb3sllee 100 m X 600 mm 6,360 - - (01)4250355360
NoKpbITHE, 656(10)x
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2 4500035

4400200

4400203

3 4500026

4400200

4400203

4400204

* [abapuTHble pa3Mepbl U BEC C y4ETOM AONYCTUMbIX OTKIOHEHWIH £10%

- pasmep 60 cm*100 ™M B

py/sioHe B Kopob6ke-
aucneHcepe

Hygieneboard Mini
HecknagHol
MpuHaANexXHOCTK:

OpfHopa3oBoOe CKoJb3sAlee
nokpbITUE,

- pasmep 60 cm
pynoHe - go 10 wr
OpHopa3oBOe CKOoMb3suee
nokpbiTue,

- pasmep 60 cm*100 m B

*100 m B

pynoHe B Kopobke-
avcneHcepe

Hygieneboard Standard,
cknagHou
ﬂpVIHa,CI,}'IE)KHOCTVIZ
O,D,HOpa3OBoe CKOo/ib3sAulee
NOKpbITHE,

- pasmep 60 cm *100 ™M B

pynoHe - go 10 wrt
OpaHopas3oBoe CKoMb3silee
NOKpbITHE,

- pasmep 60 cmM*100 ™M B

pyfnoHe B Kopo6ke-
ancneHcepe

OfHOpa3oBOe CKOsb3slyee
NTOKpbITUE,

- pasmep 53*180 cm, 60wWwT B
pynoHe c nepdopauuei

950 x 500 x 20 mm

100 m x 600 mm

100 m X 600 mm

1800 X500 X20 mm

100 m X600 mm

100 m X600 mm

1800 X 530 mm.
60 wTt

** KpaTKOBPEMEHHbIN nogbem He 6onee 30 cekyHa

Ycunwue,

pasMeLLeHHbIM Ha HEM MaUMEHTOM:

MakcumanbHoe ycunue
BapwvaHT ncnonHeHus TONKaHuAa, He 6onee:
Harpyska 150 kr 200 «r
Ona BCEX BapuaHToB 150,0 H 200,0 H
NCMOJIHEHUSA
Transaroll Hygieneboard
1.3. MaTtepuasnsbl
YacTb ycTpolicTBa Martepunan LiseT
OcHoBa ycTpoiictea Transaroll  nonuaTuneH, He cofAepXuT UepHsblii
natekc
Ckonb3awee nokpbiTMe Ana  Moanatunex HU3KON  3esieHbli
yCTpOVICTBa (Bce BapunaHThbl NTIOTHOCTHU

UCMOJTHEHMNSA)
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0.700

6,180

6,360

1,750

6,180

6,360

6,300

npunaraemoe MeAMLMHCKMM NEepcoHasioM A/ NepeMelleHuss YCcTpoiicTBa no

200 300 01)0405085604

2149(11)xx

(01)4250355360
601(10)x

(01)4250355360
656(10)x

200 300 (01)0405085603

5493(11)xx

(01)4250355360
601(10)x

(01)4250355360
656(10)x

(01)4250355394
729 (10)x

TOPU3OHTaNIM C

MakcumasnibHoe ycuave TAru,
He 6onee

150 «r 200 «r

160,0 H 205,0 H
Bup, CBolicTBO
KOHTakTa
Mpsamoii
KpaTkoBpeme PeHTreHo-
HHbI npo3pauyHbIii
KOHTaKT



1.3 YnakoBka

yNaKoBKOW.

¥yZTCOWCTBO yNakoBbLbIBEETCA BMECTE C WHCTPYKUWeW FC vI7Ci1 53083-M0 B
TPC30a4HbIN NONUITUNEHOBLIA NAKeT. 3 3aTeM MOMEeLAa™28 8 KOPUYHEBY O
K2PTSHHYKO KOPOOKY W 3aNevaTbiBaeTCR KNENKON NeHTon Transatantic

Oaropa3oBoe CKONb3AWEe NOKPLITUE ANS BapuaHTa ncnonwexuns Transaroll
Hygenboard B pyioHe NOMEeLWaeTCa B KAPTOHHYO KOpOOKy

NnaveuayansHas ynakoBKa RBNAETCS OAHOBPEMEHHO W TPAHCNOPTHOW

cnone3oBaHue:

J
Pa3amepb! kKOpobku pasnuualoTca B 3aBUCMMOCTYW OT pasmepa yCTpPoicTea:
[Ka‘r. Ne . BapuanTb! UCNONHEHNA n | FTabapuTtHbie pa3zmepsbl f Bec 6pyTTo*, k&
| | npunaanexnocTtn KOpOGKM*, MM L
4500036 | Transaroll Hygieneboard Mini, cknagHon | 975 x 520 x 57 7
4530035 ‘ Transaroll Hygieneboard Mini,HecknaaHon | 975 x 520 x 57 4 1.7
' 4500026 ! Transaroll Hygieneboard Standard | 920 x 535 x 75 27
‘ | CKnaaHow , '
4400200 OaHopasosoe ckonb3saLlee NOKpbITHE, ' 660 x 155 x 155 | 6.6
' | - pasmep 60 cm *100 m & pynoHe ,
4400203 | OaHopa3oBoe CKONb3sLLEee NOKPbITHE, 660 x 155 x 155 ‘ 6.8
- paamep 60 cm*100 M B pynoHe B | ,
‘ | kopobre-ancneHcepe
| 4400204 | OgHopasoBoe ckonb3slee NOKPbITUE, 7660 x 155 x 155 ' 6.8
- paamep 53*180 cm, 60 wT B pynoHe ¢ | |
! | nepdopaumei I 1
* labapuTHble pa3meps! n Bec OpyTToO (8 TPAHCNOPTHON YNAKOBKE) C y4ETOM A0NYCTAMBIX OTKNOHEHWA +10%
1.4 YcnoBuAa ncnNonb30BaHUA, XpaHEHUA, TPAHCNOPTUPOBKH
)

uemneparypa ucnonb3osanua™ | +10°C+30°C°C

{ BnaxHocTe:

I He onpeaeneHa, 6epeyb OT nonaaaHus enaru

—

XpaHeHne n TpaHCNopPTUPOBKa:

TemnepaTtypa xpaHeHus™:

' Yerpoirctao: +10°C+30°C

OpHopasosoe ckonb3sauwee nokpbitue: +10°C+25°C

YCNoBWA XpaHeHus:

XpaHWTb B CyXOM, 3aWMWEHHOM OT Bnaru mecrte; 6epeus OT

CONHe4YHoro ceeTa

BnaxHocTb:

YcTpoicteo: He onpeaenexa, 6epedb OT nonagaxHus anaru
OaHopaszosoe ckonb3sLee NOKpbiTUe: oT 50 40 75%

YCNOBWA TPaHCNOPTUPOBKM®:

+10°C+30°C

|
|
|
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"YC/IOBUSI XPaHEHUs U TPaHCMOPTUPOBKM YCTaHOBMEHbI MPOM3BOAMTENEM [/ COXPAHEHWUsl MPOUYHOCTHBIX
CBOWCTB OCHOBbI YCTPOICTBA W CKOJIb3SILLNX CBOWCTB MOKPLITAS

TpaHcnopTMpoBKka AonyckaeTcsl /o6biM BUAOM KPbITOFO TpaHcrnopTa ¢ Co6/0AeHNEM pPEeKoMeHyemMoro
TemrnepaTypHOro pexuma.

O[HOpPa30BOE CKOJIb3sliee NMOKpbITME: 3alluTa CKOMb3ALLEro NokpbITUA OT rPsi3n, Tensa, BAarv 1 CoIHeYHoro
cBeTa MMeeT BaXHoe 3HaueHue, B JIPOTUBHOM C/lyyae CBOCTBA CKOMBbXEHUS MOTYT 3HAUUTE/IbHO YXyAWWTLCS,
NI03TOMY KpaiiHe BaXXHO NMpUAEpPXMBATbLCS YCTAHOBMEHHbLIX B 9TOM pasfesie yc/loBuil XpaHeHus

OTKpPbITbIE PYNOHbLI OAHOPA30BOr0 CKOMb3SILWEro NOKPbITUA CnefyeT UCNo/b30BaTh B TeUeHne 6 MecsLEeB.

2. TlokazaHuAa K nMPUMEHEHNIO / obnacTb NMPUMEeHEHNA / Ha3Ha4veHne

MokasaHuA; M3-3a LWIMPOKOro cnekTpa 3KchayaTaluMOHHbIX BO3MOXHOCTEN MokasaHus K NPUMEHEHUI0 He MOryT
6bITb NPUBA3aHbI K ONpeAeneHHbIM KIMHUYECKUM crlydasM. YCTPOWCTBO AN nepemMelteHns nauweHTta Transaroll
Hygieneboard noaxoauTt ans Bcex BUAOB NpUMEHEeHWn ansa nwgeli, KoTopbiM TpebyeTca MOMOLb npy 60KOBOM
nepemMeLLeHmnn.

O6nactb npumeHeHus: YcTpolictBo Transaroll Hygieneboard MOXHO wcnonb3oBatb A4S NEPEMELLEHUs
nauneHTa wMmexay [ABYMSI TOPU30HTasIbHbIMKU  MOBEPXHOCTAMU, PaCMONIOXEHHbIMU  pAgoM  (Hanpumep,
MeAMLUMHCKas KpoBaTb - MeAMLMHCKas KpoBaTb, MeAWLMHCKash KpoBaTb - KaTasika ANs MpUHATMS AOywa,
MeJuUMHCKass KpoBaTb - OMEpaLMOHHbIA CTOM, KaTaska - CTO/ Ans ocMoTpa). Bbnarogaps ogHopa3oBOMy
CKO/Mb3slLEeMY MNOKPbITUIO YcTpolictBo Hygieneboard pekomeHayeTcss NpUMEHATb B Cyyasx, Korga
TMIMEHNYECKNe MnokasaTenn KpPUTUYECKM BaXHbl (XMPypruyeckoe oTAefneHue, pPeHTTeHONorMYeckoe OTAefleHue,
peaHumauus, obwme otaeneHus). bnarogaps CBOUM WUCKIOUYUTENbHBIM CBOWCTBAM CKOJIBXEHUSI CKOMb3sillee
MOKPbITUE Takke ynpolwaeT CNOXHbIE NepeMeLLeHuns.

Ha3HauyeHue: YCTpoiicTBO ANs1 nepemMeleHnss naumeHTa Transaroll npegHasHauyeHo [Ans  MATKOro,
6€360/1€3HEHHOr0, C HU3KUM KO3(hPULMEHTOM TpeHus, GOKOBOro MnepemMeLieHnst M4ein ¢ orpaHnyeHHbIMU
BO3MOXHOCTAMU NEPEABMXEHUS METOAOM CKOJIbXEHUS.

MoTeHuManbHble MNonb3oBaTenn: [OAs aKCnayaTauuu [AaHHOTO YCTPOiCTBa He TpebyeTcsl chneuuasibHoro
o6pasoBaHuWa WM 3HaHWiA. [oxanyicta, BHMMATENbHO NpounuTaiiTe MHCTPYKUMIO nepef WCNosib30BaHUEM.
MoTeHUManbHbLIMU NOMb30BATENAMU  SABAAIOTCA MAAAWMA U CPpeAHWii  MeauUMHCKWIA nepcoHan nocne
03HAKOMJIEHUS1 C MHCTPYKUME MO UCNO/Ib30BaHMIO.

3. NMoBToOpHOE NpUMEHEHNEe

OcHoBa ycTpoiicTBa Ans nepemMelleHuss nauueHTta Transaroll Hygieneboard npegHasHauyeHa Ansi MOBTOPHOroO
NCMO/Ib30BaHNUS.

Mepen NOBTOPHLIM WCMO/Ib30BaHWEM HEO6X0AMMO MPOBECTY TLLATE/bHYIO NPOBEPKY YCTPOICTBA Ha OTCYTCTBUE
MOBPEXAEHNIA 1 NPaBUIbHOCTb (DYHKLMOHUPOBAHWS, OUNCTATL UM NPOAE3NHGIMLMPOBATL YCTPORCTBO.
OfHOpa3oBOe CKOJb3siEee NOKPbITUE MOXET 6GbiTb UCMO/b30BAHO HECKO/IbKO pas A/1a NepeMeLleHnss oaHOro
naymeHTa. Nocsie 3Toro OHO AO0/MKHO 6bITb CHATO C OCHOBbI YCTPOWCTBA U YTUIM3UPOBAHO.

4. MpoTMBONOKa3aHUs / PUCKN NPUMEHEeHUs

M3BECTHbIX NPOTUBONOKA3aHUN HeET.

Mepen HayasnoM 3KchjyatauuMu yCTPOCTBa MOJb30BaTeNM AO/HKHbI BHUMATE/IbHO NPOYUTaTb WHCTPYKLMIO MO
MCNoNb30BaHUI, B KOTOPOM MOAPOGHO OMUCbLIBAKTCS, B TOM YMUC/E C MCMNOMb30BaHUEM HarfisifiHbIX PUCYHKOB,
NOpsiloK U 0COBEHHOCTM 0bpalleHnsi ¢ ycTpoicTBOM. Ecnm nonb3oBaTesim He 03HAKOMMUJ/IUCb C MHCTPYKLUSIMU
no obpauieHuto ¢ yctpolictBoMm Transaroll Hygieneboard, o6paleHne ¢ yCTPOMCTBOM MOXET MpPOU3BOAUTLCA
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HEKOPPEKTHO. YTO MOXET HAHEeCTH yiierd 310p0BbIO NAaUWeHTa u/nnv nonb3osarens Heodxoanmo codnwaath
WHCTPYKUWMY NO NPUMEHEHMIO yKa3a~~me 8 NyHKTE 5. 1 NPasuna TexHukn 6e30nacHoCTn. ykaza=Hsia 3 TywkTe 7
AHaANN3 pUCKOB NPUMEHEHWR rCKa3oiBAET. 4To oJecnedeHHbie npedynpeanTencHsie Meps. ~e TpebyloT
AONONHWUTENBHBIX MEP N0 yNpaBNEHWIo PUCKAMU NPU yCNOBUW CODNIOAEHUA NPABUN NPUMEHEHNS 4 Npasun
TexHWkn De30NaCHOCTN, ONUCAHHbLIX B JAHHOWN MHCTPYKLNA.

MNonb3oBaTeNb HECET MCKNIUNTENBHY O OTBETCTBEHHOCTL 32 ONpeaenexHue NpuroaHoCcTy ycTponcTea Transaroll
Hygieneboard Aans konkpeTHOro npuMmenerna.  Komnawus Tpawcatnawtuk [Transatlantc] -2 -<ecer
OTBETCTBEHHOCTU 3a Kakoe-nubo HenHaanexauwee UcnonbL3oBanue yctpowncrs Transaroll

5. Ucnonb3oBaHue / pazmetneHue ﬂ:h'l"pov“lér'éa

Jo Havana nepemeweHns naymeHTa HeoSxo0ANMO HaaeTb OAHOPA30B0OE CKONb3ALWIEE NOKPLITUE HA OCHOBY
) ycTpowncTea Hygieneboard.

B 3aBMCUMOCTM OT BapuaHTa MCNONHEHNA CKONbL3ALWErO NOKPLITUS AEUCTBYATE Cneaywm obpasom:

' 4400200 " OaHOpa3oBoe CKONb3ALEe NOKPbITHE,

' - paamep 60 cm "100 M B pynoHe — Ao 10 wr

> OTKpOWTE KPbILKY KOPOBKN.

> [osepHWUTE pyNoH B KOpobke Tak, 4TOObI KOHeU CKONb3ALEro NOKPbITUSA OKasancs CBepxy.

» CHUMNTE 3aLUMTHYIO NEHTY C pynoKHa

> O6eumn pykamu nOTAHWUTE KOHeL CKONb3SILLEero NOKPLITUA U3 KOPOOKW 1 BbITAHUTE HEOBXOAUMYIO ANUHY U3
KOPOGKM BHWU3 U HapyXy

> YaepxKusanTe CKONb3ALWEE NOKPLITUE OAHON PYKOA.

> [1pyron pyKon NpUNoOXuTe KaHUENspcKui HOX 1 k GoKkoBOW CTOPOHE KOPOBKY.

> OTpexbTe 0AHOPA30BOE CKOMNb3ALEE NOKPLITNE OAHUM HENPEPbIBHLIM ABUXKEHUEM.

. 4400203 I OaHOpPa30B0€e CKONb3fLLEe NOKPbITUE,
| - paamep 60 cmM*100 m B pynore B kopobke-aucneHcepe
> OTKpOWTE KpbiWKy KOPOBKN-gMCNeHcepa.
> CHUMUTE HOX ANRA Pe3KN CKONb3ALIEro NOKPLITUA U LUHYP.
> [losepHuUTEe pynoH B kopobke Tak, YyTobbl KOHeY CKONb3AWEro NOKPLITUA OKA3ancs ceepxy.
> CHUMUTE 3aLUMTHYI0 NEHTY C PyNoHa.
> O6enmy pykxamu NOTAHMTE KOHEU CKONb3SLWEro NOKPbLITUS RPUMEPHO Ha 50 CM U3 KOpPoOKK.
> BbITAHWUTE KOHEU CKONb3ALLEro NOKPLITUR 33 NepeaHniA kpan kopobku-gucnexcepa.
> 3aKpouTe KpbiKy KOpobku.

OGpe3ska 04HOPaA30BOro CKONb3ALEro NOKPLITUA NO ANNHE

> 06enmn pyKamm BbITAHUTE HEOOXOANMYIO ANUHY CKONbB3ALLEro NOKPLITUA U3 AUCNEHCEPA BHU3 U HAPYXY
>YaepxvBante CKONb3ALLEE NOKPbITUE OAHOW PYKOW.

> [ipyrown pyKkon NPUNOXMTE HOX ANSA PE3KKN K KPbILLKE KOPOOBKK.

> OTpexbTe 0AHOPA30B0E CKONb3ALLEe NOKPLITUE OARUM HENPEPLIBHLIM ABUXEHUEM.

CogeT: 4yTo6bl NONYUMTL TOUHBIA NPSIMOIA OTPE3, MOXHO TakKe NPOBECTU HOXOM ANS Pe3KU BAOND KPas KPbiLUKM
xopobkun-gucnexcepa.

TekCT Ha NOBEpPXHOCTU OAHOPA30BOr0 MOKPLITUA HaNeyYaTaH C UHTepsanoM npubnuautencHo 50 cM, 4TO
NOMOraeT su3yanbHO onpeaenuTb HeoBxoauMYI0 ANuHY.

LWHYp MOXHO NCNoNb30BaTh ANRA 3aKPENNeHUA HoXa AN pe3kun Ha kopobke-AucneHcepe unu Ha Apyrom Mecre ¢
NOMOLWbIO KNEAKON NeHTbI.

| 4400204 " OaHOPa30BOE CKONb3SILLEE NOKPbITHE,
_ - paamep 53"180 cm, 60 wT B pynoHe c nepdopaune

> OTKpoWTE KPbIWKY KOPOOKU.
> [MoeepHuTe pynoH B kopobke Tak, 4TOObI KOHEL CKONb3ALWEro NOKPbITUS OKA3anca Ceepxy.
> CRUMUTE 3aWWTHYIO NEHTY C pynoHa
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Ooenmun cykaMy NOTAHUTE KOHeL, CKOJIb3SILLEro NOKPbITUA U3 KOPOOKM U BbITAHUTE HEOOXOAMMYIO ASIMHY (00
nepcopaumnm) n3 KOPobKN BHU3 U HAPYXY

-YpepxuBainTe CKONb3SUEE MNOKPbITUE OAHOW PYKOM.
= [Ipyroii pykoii oTopBMTE MOKPLITME NO Nepdopaunm, NOTAHYB 3a HEro ¢ OJHOr0 Kpasi.

HageHbTe 04HOPa30BOE CKOMb3sIlEEe MOKPbITUE HA OCHOBY ycTpoiicTBa Hygieneboard. Tenepb OHO roTOBO K

pa6oTe
O Pacnonoxunte BctaHbTe  cboky  OT

ycTpoicTBo c6oky oOT nauueHTa. HanguTe

naumeHTa. TOUKY onopel, "
ynupasicb B MNe4Y0 MU
6eapo naumneHTa,
TosKalite ero B
Hanpas/eHnm
nepeMeLLeHms.

Y6egutecb, 4To TOPMO3 UT006bI ybpaTb

Ko/nec KpoBatu  uam YCTPOWCTBO, NOBEpPHUTE

KaTasikv aKkTUBMPOBAaH' nayueHTa HEMHOro Ha
60K B
NPOTUBOMNOSIOXKHYH
CTOPOHY.

AKKypaTHO MOBepHUTE O YoepxuBass nauueHTa

nauneHta Ha 60K # cnerka Ha 60Ky,

noanoxnre Kpait BbITaLLNTE YCTPOIACTBO

ycTpoiicTBa non u3-noA nauueHTa.

naumeHTa, TaK u4TOObI
rofioBa, NneyeBoit nosic
" obnacTtb Tasa
nauueHTa Haxoaunuch
Ha Kpar yCTpoiicTBa.

YcTpoinctBo Transaroll Hygieneboard nmeeT peHTreHonpo3payvyHoe /I0XKe, HE MMEeT MeTasl/INYecKnx vacTen u
MOXEeT MWCNosb30BaTbCs NpU NpPOBeAeHWM Takux npoueayp kKak peHTreH, MPT, KT 6e3 HeobxoaumocTu
nepeknafblBaHUs nayueHTa.

6. CpoOK akcnayaTauun / XN3HEHHbIN LMK

Oxunpgaembii CpoK 3kcnayatauum yctpoictBa Transaroll Hygieneboard coctaBnser 5 netr npu ero
MCNoJ/Ib30BaHNM B COOTBETCTBUM C NpaBuamMu TEXHUKM 6e3omacHOCTU. OrpaHWYeHUn Ha 3TOT Nepuog, HeT.

B 3aBMCUMOCTM OT Harpysku BO3MOXeH 6o0siee ANuTEeNbHbIA waM 60siee KOPOTKWA CPOK  3KChyaTauumu.
YCTpONCTBO AN nNepeMelleHns nauueHToB TakkKe MOXeT cTaTb MpexAeBpPeMEeHHO HenpurogHbIM K
MCMNONb30BaHUIO B Crlyvyae MOBPeXAeHUsa ycTpoiicTea.

MpuHagnexHoctn OAHOpPa30BOE CKOJb3sliee MNOKPbITUE, BCEX BapwaHTOB WCMOSHEHWS UMET chepyloLline
CPOKM FOAHOCTY : yNakoBaHHOE CKOJb3sillee MOKPbITUE MMEET CPOK roAHOCTU 4 rofa c AaTbl M3roTOB/IEHUS; nocne
BCKPbITUS YNaKOBK/M O4HOPA30BOE CKOMb3Slee MNOKpbITVe HeobXoAMMO WMCNOfb30BaTb B TeyeHue 6 Mecsues,
4yTobbl 06ecneynTb HeOO6X0ANMbIE CBONCTBA CKOJIBXEHUS.

7. MpaBuna TexXHUKN 6e3onacHocTu /PyHKUMOHaNbHas NpoBepka
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«OCTOPOXHO» 031avaeT BO3IMOXHYIO ONACHOCTb, KOTOPAR MOXOT NPHUBECTH K
TPABMaM UNK MaTepHanLHOMy yuleply.

~ HeuncnpaeHee N3aeNUA UCNONbIOBATL HEND3A.

~ "OnacHocTe cxonbxeHus" Cneaute 33 Tem. YTODObI NAUVEHT NPU W3MENEHUM NONOXEHWS NN
nepemMeweHuy He COCKans3biBan C KPOBATH, KYWETKW MMM APYTUX NOBEPXHOCTEN.

» OnacHocTtb Tpasmupoeaxunsa! Mpu ucnonesosaquu ycTpoiictea Transaroll Hygieneboard eceraa cnegure
33 Tem, 4ToObl KPOBaTb, KyWETKA UNN Kakoe-nubo NOABUXKHOE OCHOBaHWE Bbinv YCTOMUNBLIMKU. TO €CTb
TOPMO3a A0NXKHE! BbiTh aKTMBUPORAHBI

~ YOeputecs, uTo ycTponcTso Transaroll Hygieneboard yCTORYMBO pacnonoxeHo Ha oBenx nosepxHoCTaX
B 30He nepemewenna. CeoboaHoe paccToaHWEe MEeXZy NOBEPXHOCTAMW, HA KOTOPLIX MPOM3BOAUTCA
nepemelleHue naumenTa gonxHo Boitb He Gonee 15 oM.

~ 3a npuHsThe peweHus, TpebyeTca nn AN NepeMeLleHK! NALMEHTa HECKONLKO NONL3IOBATENeR unu
MOryT AW notpeBoBaThCs AONONHWUTENbHBIE Mepbl Ge30nacHOCTW, HECET OTBEeTCTBEHHOCTL
nonb3oBaTent/yupexaeHue.

~ Huxoraa He ocTapnsiTe nauneHTa, pasmewerHoro wa Transaroll Hygieneboard, 6e3 npucmorpa.

» Ycrponcteo Transaroll Hygienboard He 40NXHO OCTaBaTLCH NOA NALMEHTOM NOCAE M0 NEPEMELLEHUS.

~ YGeputecs, ocobenHo Npn nogbeme ycTponctea Transaroll Hygieneboard, 4TO nauveHT HageXHo NexXuT
Ha YCTPORCTBE U HE MOET COCKONb3HYTh BHMS.

» Cneavre 3a Tem, UTOOb! NepeMeLLEHNA IPOBOANNKCH NONLIOBATENAMHK C YHETOM HArPY3Ku Ha CINHY,

~ Heobxoaumo cobnioaaTth OrpaHUYeHKa NO Becy nauuexTa (200 kr).

» OnacHOCTe TPAaBMUPOBAHWS HOMOM ANA Pe3Kw/KaHuenapckum Hoxom! CobniofaiTe ykasawws no
TexHuxke 6e30nacHoCcTU NPM WUCNONL3OBAHMM KOPOGKU-AUCNEHCEPa C OAHOPA30BLIM CKONL3ALUNM
NOKPBITUEM.

» OpHopaszoeoe CKOMb3ALEee NOKPLITUEe MOXET GbiTb MCNONL3OBAHC HECKONLKO pa3 ANs NepeMelLeHus
0aHoro nauuenta. Mocne 3Toro oHO ACAXHO GbiTh CHATO C OCHOBLI YCTPOWUCTBAE M YTUNU3UPOBAHO.

» OaHOpa3oeoe CKONMbL3ALLES NOKPLITUE HENB3A UCNONb3OBATL NOBTOPHO ANA APYroro NauneHTa.

» OBAsatensHo CHUMANTE OAHOPA3OROE CKONB3IALLEE NOKPLITHE NOCAE NEPeMELLEHNS KXKAOr0 NauneHTa.

7  OTKpbITbIE PYNOHLI OQHOPA30BOro CXONLISLLETo NOKPLITUSIK AONXHLI GbiTb N3PACcXOA0BaHL! B TeueHWe 6
mecauee. Heobxoaumo sawmwaTe OTKPLITHIE PYNOHB OT 3arpR3HEHUN, HarpeBa, BNarn W COMHeUHbIX
nyvei, UHavwe CKONb3ALUME CBONCTBA NOXPHITUA MOMYT 3HAYNTENBHO YXYAWMTLCA.

~ [lospexfaeHHoe 0AHOPa30BOE CKONb3ALLEe NOKPLITUE UMK NOKPLITHE, NOTEPABLLUIEE CBON CKONLISILLME
CBOWCTBA M3-38 HeNPaBWNBHOrO UCNONb3OBAHWA MNK XPAHBHKA, MCNONL3OBATL HENb3S.

YCTpO#CTBa AN NepemMeLlieHHA Take NoaBepXeHL! NPOLIECCY @CTECTBEHHORO cTapeHus. MpoeepaiTe nagenve

PerynspHo u TWwartenoHo. YoeauTecs, YTo W3nenne HaxoauTcA 8 Ge3ynpeyHoM COCTORHUN W YTO MaTEpUan He

NOBPEXAEH (HeT Pa3pLIBOB, NOPE30B CKONLIALLEro NOKPHITUA UNU PA3PLIBOB, NOPE30B, BLIKPALUMBAHNA OCHOBbI

ycTpoicrea).

OAHOPa30BOe CKONL3ALIee NOKPLITUE Talke NOABEPKEHL ECTECTBEHHOMY npoueccy crapexws. FpoeepsiiTe

nagenue perynapHo 1 TWaTenbHo. YOeauTech, YTO OAHOPA3OBOE NOKPLITUE HAXOAWTCA B UCNPABHOM COCTORHNN

W YTO MaTepnan He nospexaeH (HeT paspuieos, nopeaoe). MpoeepsTe, YTO rNAZKAA NOBEPXHOCTL OQHOPA3OBOrO
y CKONB3ALLErO NOKPLITHA NO3BONAET MaTepuany nerko CKONb3UTL W ABNraTben No nosepxHocTy. MposepbTe 3TV

CBOWCTBA NOKPLITUR — B MASANE NO CPABHEHNIO C HOBBIM NOKPLITUEM.

HeucnpasHyio NPoAYKUNIO HCTNIONBAOBATL HENL3IA!

Mepbl NPeAOCTOPOKHOCTH: HE HCNIONBb3IOBATL YCTPOHCTBO B CRyvae ero NOBPeXAeHHN.

KpuTepun HENpUroaHoCT: WMEIOTCA NOBPeXACHHA OCHOBHI YCTPONCTBA (Paspbiebl, NOPE3bl, BbikpaLLWBAHKE),
OAHOPa30cBoe CKOMD3AWEE NOKPLITUE NOBPEXAEHO (PaspbiBbl, NOPe3bl) WKW YTPATMAO CBOM CXONb3ALIME
CBOWCTRA.

YcTpoicTeo AnA nepemewlenus Transaroll 8 BapuaHTax WCNONHEHWS COOTBETCTBYIOT CaMbIM  BBICOKKM
TpeboBaHUAM K KAHECTRY.

Yerpoiicteo ana  nepemelwlenna Transaroll Hygieneboard umeeT npuHagnemHoOCTW AN COBMECTHOM
NPUMEHEHNA, HEe NPEAYCMOTPEHO ANS WMCNONL3OBAHUA B KOMOWHAUWK C APYTHMU MEAULUNHCKMMA WNK
HEMEANLINHCKUMI N3AETTUAMU W UCNIONb3IYETCA CAMOCTORTENbHO.
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YCTPOUZTBY HE COJEePXUT NeKkapCTBEeHHbIX CPeACTB. MaTepvanoB XUBOTHOMO Wunu 4enosedveckoro
pONCX K2~ 29

YCTPOAZTD "OTOBO K NPUMEHEHWIO CPA3y NOCNE PACNAKOBLIBARUA -2 TCe%S ;2T yCTan0BKWN HACTPOWKU NNK APy rux
AewnCTBvA 4R 8B0AA B IKCNNyaTaumo

YCTPOUCTBO ~2 ABNAETCA CTEPUNbHBIM N HE TpebyeT cTepunu3aumn nepel NPUMEHEHUEM.

YCTPONCTBO HE SBMAETCA WCTOYHUKOM KaKOro-NMBO U3Ny4eHUs COOTBETCTBEHHO HEe OKa3biBaeT BNMSAHWA Ha
ApyTve Mea L NHCKNE U3aenus. A Takke He NoaBepraeTca BNNAHNIO BHEWHNX (PAaKTOPOB OT APYrux MeANUNHCKNX
n3aenuvua

O cepbesHbix NPOUCLIECTBURAX HEOBX0ANMO coodLWwaTe NPON3BOANTENIO U KOMNETEHTHOMY OpraHy rocyaapcrsa-
y4acTHUKA. B KOTOPOM HaxoAUTCA NONb30BATENb W/MNK NAUNEHT

8. Ouncrxa, y_xoh ¥ Ae3nH@peKuun

8.1. OaHopa3oBoe CKOMb3AWee NOKPbITUE (3eNeHoe) (NPUHAANEXHOCTb K BapuaHTy ucnonHeHwsa Transaroll
Hygieneboard)

OaHopa3osoe ckonb3swiee NOKpbITUE MOXeT BblTb NCNONB30BAHO HECKONBbKO Pa3 ANA NepemelleHus OAHOro
nayveHTa. Mocne 3Toro OHO ROMXKHO ObiTb CHATO C OCHOBbLI YCTPOWUCTBA ¥ yTUNM3nposaHo. He TpebyeT ouncTku
v aesnHcekummn.

8.2. OcHoBa ycTpoNucTBa ANA NepeMeweHna naumeHTa

Camo ycTpoWcTBO CnOCcoBHO BblaepxaTb GONbWON W3HOC M MOXeT ObiTb OYMWEHO OBblYHbIMK ObITOBLIMM
YUCTAWMMY CPeaACTBaMU 1 BOROW.

O6biuHas ounctka: NS OYMCTKM MCnonb3ywTe Tennyw Boay v msirkoe BbitoBoe uucTawee cpeacrso. MNpwn
HEOBX0ANMOCTY NPOTPUTE YCTPOWCTBO BNAXHON TKAHLIO 1 4aitTe eMy NOMHOCTbLIO BbICOXHYTb.

OesvHdekumsa: YCTPORCTBO MOXHO Nerko NpoaesnkiuumpoBaTh C NOMOWbIO Ae3nHMUUMPYIOWEro pactsopa Ha
CNMPTOBOW OCHOBE (Ha OCHOBE WM30NPONMNOBOro, N-NPONWNOBOrO, 3TUNOBOrO UNW Apyrux cnupTtos). Bcerpa
OCTaBnNsANTe PacTBOP A0 NOMHOrO BblCbIXAHUA.

YCTPONCTBO HENPUrOAHO ANS Ae3MHEeKUMM B aBTOKNABE W3-3a TEPMOYYBCTBUTENBHOK CTPYKTYPbI MaTepuana.

[ns nonb3osatenen B Poccuinckon Peaepaunn 4N\ NposefeHUa fe3nHpekunn pekomeHayeTca UCnonb3osaTts:
- [esunpuumpyowee cpencteo «Asamges-A», npoussoactea OOO «[esoc», Poccus (cBuaeTensctso O
rocyaapcreenHon peructpaumn RU 77.99.32.002.E.002145.06.21)unn aHanormyHbleé NG COCTasy CpeAcTsa Ha
OCHOBE 3TUNOBOrD. U30NPONUNOBOIO MNKU N-NPONUNOBOrO CNUPTOB, Pa3PEeWEeHHbIE K NPUMEHEHNIO

9. Mapkuposka usgenun / CE

YcTpoicTao ans nepemelenns nayventa Transaroll Hygieneboard sgnaetca meanumHCKum nsgenuem knacca |
n cootseTcTeyeTr Pernamenty EC 2017/745 EBponelickoro napnamenta u CoseTta 0 MEAULUMHCKUX M3AennaxX
(MDR) 01 05.04.2017 r.

) Kak npoussoauTens 1 ANCTPUGLIOTOP MEAULMHCKUX U3AENWIA, Mbl CepTuduumnposaHe! B cooteetcTauu ¢ DIN EN
1ISO 9001:2015 n DIN EN ISO 13485:2016. Hawm MeauunHCKue n3aenus Npowny COOTBETCTBY IOLLYO Npoueaypy
OUEHKWN COOTBETCTBUA U NO3ITOMY UMetoT Mapkupoeky CE.

WnauBuagyanbHan mapknpoBka n3genus npeacrasnseT U3 cebs  ase NNeHOYHble 3TUKETKN cneunanbHo#
¢hopmbl, cooTeeTCTBYIOWEN penbedy YCTPOWCTBA, KOTOPbIE PAa3MELWAlOTCH C BEPXHEW N HUXKHEN CTOPOH U3genus
¥ coaepxar cneayowyto nHpopMaunio:

NHdopmauus Ha BepxHER ITUKETKE: HAMMEHOBaAHWE W aapec NPou3BOAUTENSR, HOMEP Na Katanory, Koa napTum,
Aarta npou3BoACTBa, MakcumanbHas 6e3onacHas Harpyska, CUMBONbI YCNOBWA MCNONBL3OBAHUR, XPaHEHUR U
TPaAHCNOPTUPOBKWA, CUMBOSbI NPEAOCTEPEXEHUS, CUMBON WHCTPYKLUMU, CUMBON MEAWUMHCKOrO U3AEnus, Knacc
pucCKa, CUMBON yHWUKANbHOro uaeHTudukatopa, DataMatrix koa, CE-mapkuposka, (nogpobHo cm. Tabnuuy
CumBOnb!), BEPCUA ITUKETKK (rev.), NOroTUn koMNaxum, CTpaHa npoucxoxaeHus (Made in Germany).
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VHhopmaunsa Ha HWKHENn ITUKeTKe HauMMeHOBaHue BapuaHTa WCNOoJIHEHMS, AaTa MpoM3BOACTBa, Bepcus
aTukeTkun (rev.), QR-kog, cumson NFC norotvn KomnaHuw.

((c MFC)))
MapKupoBKka YCTpOiiCTBA COAEPXWUT CUMBOJI , YKa3blBawoLmii, 4To B JaHHOM MecTe pacrosaraercs
NFC meTka, cogepxalias MHhopMaLmio 0 cepuiiHoOM HoMepe YCTpoiicTBa. [N cUMTbiBaHUA 3TOM MHopMaLK
BOCMO/Mb3YiTECh NpeaycTaHOB/eHHbLIM npuioxeHnem NFC Ha cBoeM cmapTgoHe (Mpyv Hanuuuy  Takoi
yHKUMKM). AN 9TOro He06X0AMMO OTKPbITL NpunoxeHne NFC 1 nogHecT cMapTdOH Ha paccTosiHue He 6onee
10 cm oT cumBosia NFC Ha YcTpolicTBe, Ha akpaHe cmapTdoHa 0To6pasuTcs MHGopmMaums o cepuiiHom Homepe.

MapkupoBka YcTpoiicTBa cogepxut DataMatrix kog: npy cuuTbiBaHUM Koja OToGpaxaeTcs cnepywowas
coxpaHeHHaa wuHdopmauusa: (01) Homep GTIN (rnoGasbHbli HOMEP TOBapHOW MpoAyKLUUW B eOuHON
MexayHapogHoi 6ase toBapoB GS1), (11) gaty npousBoactsa v (10) Homep napTuu.

MapkupoBka YcTpoiicTBa coaepxuT QR Kog: Npu CUMTbIBAHWW COAEPXMUT CCbiIKy Ha Be6-cailT npousBoauTersi.

MpvMep MapKMpoBKW n3aenvs

DataMatrix kop,

C€i f «-T [a

A Ji TC.

QR kop,

REF

LOT

TransdfoH Hygieneboard

«yN10/MrH»

Mapk1MpoBKa ynakoBK/ yCTpPOMUCTBA:

OTUKETKa COAEPXMUT criefyoLwyo MHopMaLmio: HaMMeHoBaHe 1 agpec Npou3BOAUTENs, HOMepP MO KaTasory,
Ko4 napTuu, HaMMeHOBaHMe BapuaHTa WCMOJSIHEHWS, pa3mep, cknagHoi (Plclable)/HecknagHoit (non-foldable),
Jata npou3BOACTBa, CUMBO/IbI  YC/MOBUI XpaHEHUS U TPaHCMOPTUPOBKWA, CUMBOM WHCTPYKUUW, CUMBOS
MEeOULVHCKOrO M3[enusi, Kknacc pucka, CUMBOM YHUKa/NbHOro wugeHTndukatopa, DataMatrix «kog, CE-
MapkuMpoBka, (mogpo6bHo cm. Tabnuuyy CuMBOMbLI), BeEpCUA 3TUKETKM (rev.), JIOroTMn KomnaHwu, CcTpaHa
npoucxoxgeHnsa (Made in Germany), agpec cTpaHuubl B ceTu VIHTepHeT.
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MpumMep MapKUPOBKM yNaKoBKM

REF 4500026 [ransaroll Hygienebodrd DataMatrix kog
MD 18G AjC
/\ /N

Mpumep AONONHUTEIbHOW MapKMPOBKM ynakoBkn Ansi Poccuiickoii ®eaepaumn

B uensax cobniofeHnsi pPOCCUIACKOTO 3aKoHOAATEeNbCTBA AOMNOSHUTENIbHO K OPUIMHA/IbHOW  MapKMpoBKe
npoussoauTens 6yayT NPUMEHATLCS 3TUKETKU B BUZE CTUKEPOB HA PYCCKOM Si3bIKE.

MapkupoBka B BUAE CTUKEpPA HA PYCCKOM $3blke SIBMSIETCS [AONOMHWUTE/LHOM MapKMpPOBKO K MapKUMpoBKe
Npou3BOANUTENS, cofepxalleli KaTanoxHblii HoMep, HOMep napTuu/cepun u nNpeaynpeanTesibHble CUMBOJIbHbIE
0603HaueHns. [ononHuWTeNbHas MapkUMpoBKa Ha pPYCCKOM 3blke HAHOCUTCS PSAOM  C  MapKUPOBKOiA
npov3BoANUTENS, HE NepekpbiBas ee. [JaHHble Ha MapKUPOBKe AOMNOJHSAT APYr APYra W AO/KHbI YYUTLIBATLCS B
COBOKYMHOCTM!.

YCcTpoWcTBO AN nepemelLeHmsa naymeHTta Transaroll,
BapuaHT ncnonHeHus: Hygieneboard Standard, cknagHow

I npoussoamTens:Tran5allanlk Handels-Gesellschaft Stoipe &
Co. mbH, CumeHcwTpacce 7
61267 Hoit-AHcnax, FepmaHms

MHcopmauyna o Homepe no kaT. (REF), koae naptum (LOT), parte
Npov3BOACTBA YKa3aHa Ha MapkUpPOBKe MPOWU3BOAUTENS.
YnonHomoueHHblii npeactaeutens B P®: 000 «buoCuctembl» 197022,
Poccusi, CaHkT-lMeTtepbypr, yn.Mpodeccopa MMonoBa, A4.23, nuT.E,
Ten.: (812) 320-49-49 E-mail: main@bioline.ru

«[opsivas NuHUA» cnyx6bl TexHnuyeckon noaaepxku: 8-800-444-33-49

PernctpaumoHHoe ygoctoBepeHume No_ oT
O6Wwunii BMA MapKMpPOBKM Ha NpuMMepe BapuaHTa mcnonHenus Transaroll Hygieneboard Standard, cknagHoi.

Mapk1upoBKa ynakoBk1U 04HOPAa30BOro CKO/Mb3SLWEro NOKPbITUA:
OTUKETKA COAEPXMUT crneayloLwyo MHopMaLmio: HaMMeHoBaHMe Y ajgpec Mpou3BOAUTeNIs, HaVMeHOBaHue WU
ajapec guctpubbloTopa, HOMep MO KaTasory, HaMMeHOBaHWe BapuaHTa WCNOMHEHWS, pa3Mep, KOSIMYecTBO, KOA,
napTuu, gata NpPoM3BOACTBa, CUMBO/bI YCNOBUIA NPUMEHEHUS, XPaHEHUS U TPaHCMOPTUPOBKM, CUMBOS 3anpeta
NMOBTOPHOrO MPUMEHEHUS, CUMBOM WHCTPYKLMK, CUMBOST MEAMUUHCKOTO W34enus, Knacc pucka, CUMBON
YHUKanbHOro naeHtndpukaropa, DataMatrix kog, CE-mapkupoBka, (nogpo6bHo cm. Tabnvuy CumBOnNbl), BEpCUs
3TUKeTKM (rev.), NOroTMn KoMMaHuu, cTpaHa npoucxoxgeHus (Made in Germany), agpec CTpaHuubl B cCeTu
MHTepHerT.
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Mpumep MapKkMpoBKU yNnakoBKW OAHOPAa30BOro CKOMb3ALWEro NOKPbITUA

jt'transatlantic Care ~AMAO! IN QtRMANY

EF 4400203 Einweg Gleilfolie - am Stiick

0Mpod«bl* Gitding (ov*r
O(mi JKem

>t «ilton JUin P Ll | ll

fwb gnjn  lolout R

C E ®© rwl Cc C IRolle,'roll

LU L L L

O/aHOpa3oBOE CKOMb3silLee NOKpPbITUE -

MpuHagnexHocTb ANA  YcTpoicTea

DataMatrix kog

pasmep 60 cm *100 M B py/sioHe
ONA  nepeMelleHus nauneHta

Transaroll Hygieneboard B BapnaHTax MCnonHeHuns
npoussogutens:Transallanlic Handels-Gesellschaft Stoipe &

Co. TblH, CumeHcwTpacce 7

61267 Hoir-AHcnax, FepmaHus

MHcopmauyna o Homepe no kar. (REF), koge napTtum (LOT), pate
npov3Bo/ACTBa yka3aHa Ha MapkKUpoBKe NPOU3BOAUTESNIS.
YnonHomoueHHblii npeactaeutens B Po: 000 «buoCucrembl» 197022,
Poccusa, CaHkt-MNetepbypr, yn.lpodeccopa [onosa, A.23, nuT.E,
Ten.: (812) 320-49-49 E-mail: main@bioline.ru

«Fopsvyan NuHua» cnyx6bl TexHuuyeckoii noaaepxku: 8-800-444-33-49

PeructpaunoHHoe ygocToBepeHmne No

O6wuii BUA MapKMPOBKU Ha npumepe
pasmep 60 cm *100 M B py/iOHEe

10. CrtaHpapTbl 1 cneyndurkaumy,

DIN EN ISO 13485:2021-12
DIN EN ISO 14971:2020-07
DIN EN ISO 20417:2022-03

DIN EN ISO 15233-1:2022-02

DIN EN ISO 10993-1:2021-05

DIN EN ISO 10993-10:2014-10

DIN EN ISO 10993-11:2018-09

Ona Poccuiickoin depepaymn:
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BapunaHTa mncnosiHeHns OgQHOpPa30BOe CKOJib3sllee NOKpbITUe

nMPpUMEeHnMbIE MOJTHOCTbHO NIN YHaCTUYHO

M3pgenns meauumHckne - CuUcTeMbl MeHeaXMeHTa - TpeboBaHus
ONsA uenei perynnposaHus

MeAULMHCKUM U3aenusiv
N3penus  MeguuuHckue - MHdopmauus,  noctaensiemas
N3roToBUTENEM

N3penvst meguumHckue - CUMBOSIbI, UCMOMb3yeMble B MHCopMaLIMK,
npepocTaBnsieMoil usrotosutesiem - Yactb 1. O6ume Tpe6oBaHus

N3genua meguumHckume. OueHka  6uonorvyeckoro  aeictems
MeauUMHCKMX un3genuii. Yacte 1 OueHka u uccnefoBaHus B
nporecce MeHegXMeHTa PUCKOB

N3penua meguuuHckue - OueHka 6M0/0rMyeckoro AeicTeus
MeauuMHCKUX u3genuii. Yactb 10: ViccnepoBaHus pasgpaxaroLero
N ceHcMbnnusnpyloLwero aencTens

N3pgenua meguumHckme. OueHka  6uonormyeckoro  Aelicteus
MeANLNHCKUX n3genui. YacTtb 11. WccneposaHua
06LeTOKCMYECKOTO AeNCTBUS



Poccuiickne ctaHgapTbl

roct P 50444-2020 Mpunbopskl, annapatbl 1 060pyaoBaHNE MeauumHckmne. O6Lme
TexHuyeckne TpeboBaHus

roct PWUCO 15223-1-20-23 N3genvs meguumHckne - CUMBO/IbI, UCTOMb3yeMble B MHOPMaLK,
npegocTaBfsiemoii usrotosutesiem - Yactb 1. O6uime TpeboBaHus

11.MapaHTnsa

FapaHTWiiHbIA CcpoK 3kcnnyatauun - 3 roga. apaHTMsi He pacnpocTpaHsieTcsl Ha AedekTbl, Bbi3BaHHbIE
HenpaBubHOI 3KcnyaTauueid UM ecTecTBEHHbIM M3HOCOM. KoMnaHust TpaHcaTnaHTuk [Transatlantic] He HeceT
OTBETCTBEHHOCTM 3a C/lyyaiHble UM KOCBEHHbIE MOBPEXAEHUS UM MaTepuabHblii yuep6.

Mpon3BoanTE b FrapaHTUpYeT COXPAHHOCTbL CBOWCTE OHOPA30BOr0 CKOMb3SILLEro NOKPbITUSI B TeUeHUe BCEero

Cpoka rogHocTu - 4 roga.
FapaHTWiAHbIA CPOK XpaHeHus - 3 roga.

12. YTnnunsauyusa

OfHOpa3oBoe CKO/Mb3siLlee TMOKPbITUE [AO/MKHO ObiTb CHATO C YCTPOWCTBA MNOC/e €ro NpuMMEHEHus U
YTUNN3UPOBAHO OTAE/IbHO B COOTBETCTBUM C FOCYAApPCTBEHHLIMU U MECTHBIMU HOPMaMW.

Mepen BbLIBOAOM M3 3KChjyaTauunm u yTunusaumeil yCTPOMCTBO Heob6xoAuMMOo npoae3vHduumnpoBatb. [Ans
ycTpoiictBa Transaroll Hygieneboard He cyuwecTByeT cneuyumanbHblX npasua ytunusaumn. Ero cnepyet
yTUNM3MpoBaTh B COOTBETCTBUM C rOCYAAPCTBEHHLIMU Y MECTHBIMW HOPMaMMu.

Onsa Poccuiickoii depepaunn pekoMmeHayeTcs yTUAN3UPOBaTb u3genne B COOTBETCTBUU C YCTAHOBJSIEHHbIMU
npasunamn CaHluH 2.1.3684-21 "CaHuUTapHO-31nAeMUosIorndyeckre TpeboBaHNs K COAEPXaHUIo TeppUTopuii
FOPOACKMX W CeNbCKUX MOCEeNeHuit, K BOAHbIM OO6bekTaM, NUTLEBOW BOAE W MNUTbLEBOMY BOAOCHAGXEHWIO,
aTMoc)epHOMY BO34yXy, No4YBaMm, XWMbIM MOMELLEHUSAM, 3KCnayaTauunm MPOM3BOACTBEHHbIX, 06LLECTBEHHbIX
noMeLlLeHnn, opraHuM3auMm W MNPOBEAEHUI0  CaAHUTAPHO-NPOTMBO3ANMAEMMYECKUX  (MPOUNAKTUYECKUNX)
MeponpuaTuin:

OfHopa3oBoe CKO/b3silee NOKPbITHe - Knace B (anMaemMnonornyecki onacHble 0Txofbl).

OcHoBa ycTpoiicTBa (nocne npegBapuTenibHON AesnHdekuymn) - kracc A (3NUAEMUOMOTMYECKN
6e3onacHble 0TX0Abl).

TpaHcaTnaHTuK XaHgenbc-resennswadT LUTOoNbNe& Ko. m6X
- [Transatlantic Handels-Gesellschaft Stolpe&Co. mbH]
I\/I I CumeHcwTpacce 7
61267 Holi-AHcnax, FepmaHus
Ten.: +49 (0)6081 9430-50
dakc: +49 (0)6081 9430-80
info@transat.de
www.transatlantic.de
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A, nepesogunk [lMomopueBa AnunHa HOpbeBHa,

NOJTHbIM.

v%-"

Poccuiickas ®egepayns, CaHkT-MeTepbypr,

0AVHHAALATOr0 HOAGPA ABE ThiCAUM ABajLaTh YeTBEPTOrO roa.

A, OctaneHko EneHa KOHCTaHTMHOBHA, HOTapuUyc HoTapnasibHOro oKpyra
CaHkT-lNeTepbypr, cBMAETENLCTBYO JIO4/IMHHOCTL JIOA/IUCK NEepeBoAYMKa
MomopueBoilt AnnHbl HOpbEBHbI.

Moanuce caenaHa B MOEM MPUCYTCTBUMN.

Btopo nepeBofoB «ABpopa»

197342, r CankT-MNeTepbypr,

M YepHasa peuka,
yn. Topxkosckas, 4. 5.
BL, «Ontuma», ocmc 331

Ten: (812)441-39-10
www .aurora-olter cot
aurora-piter@mail.ru

AURORA Translation Services
197342, Saint Petersburg,
Chernaya Rechka subway station,
5 Torzhkovskaya St
OPTIMA Business Center, office 331
phone: (812)441-39-10
www, aurora-piter.com
aurora-piter@mail.ru
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OrPH; 1089847219043
MHH/KMM: 7841388560/781401001
OKMNO 09801859 OKOHX 96120
p/c 40702810507380000118
OUNNAN METPOBCKUM
MAO BAHKA "®K OTKPbITUE"
k/c 30101810540300000795
BMK 044030795

ccC

BNaZetolasi PycckMM, aHIIMACKMM W HEMELUKMM  si3biKamu,
NnoATBEPXAAD, YTO BbIMO/IHEHHbI MHOIO MepeBOf MPUSIOKEHHOTO AOKYMeHTa SIB/ISIETCS MPaBWIbHBbIM, TOYHBIM U

PSRN;1089847219043
TIN/CRR; 7841388560/781401001
RNCBO 09801859 ARCEA 96120

s/a 40702810507380000118

PETROVSKY BRANCH

OF FC OTKRYTIE BANK. PJSC
cor/a 30101810540300000795
BIC 044030795



HEKOPPEKTHO, YTO MOXEeT HaHecTH ywepd 340p0BbIO NaLWEHTa w/unn NoNL30BaTeNA. Heodxoawmo codnogaTs
WHCTRYKLIUW NO NMPUMEHEHNIO. YKa3aHMbie 8 NYHKTe 5. 1 Npasuna TexHUKK GE&30NacHOCTU, yKa3aHHbIe B NyHKTe 7.
AHanNU3 PUCKOB NPUMEHEHWS nokaseiBaeT. 4To obecneueHHbie npedynpeanTenbHble Mepbl He Tpebyor
AONONHWTENBHBIX MEP NO YNPaBNEHWIO PUCKaMW NPK YCNOBWUKM COBNIOAEGHUR NPaBUN NPUMEHEHUR W Npasun
TexXHUKN 6830MaCHOCTY, ONUCAHHDLIX 8 AAHHON HCTPYKLWA.

Flonb3oBaTtent HECET UCKNIUNTENLHYIO OTBRTCTBOHHOCTE 32 ONpeaeneHve NPUrOAHOCTY yeTponcTaa Transaroll
Hygieneboard Aans «koHkpeTHOro npumererns. Komnawua Tpancatnawtwk [Transatiantic] we Hecer
OTBETCTBEHHOCTM 3a Kakoe-nubo HeHagnexalwee ncnonsaosaHue yctponcte Transaroll.

5. UcnonbaoBanne / pazmeUIeHHe YCTPORCTBA

Ao Havana nepemeweHns nayweHTa HeobxoaMmMo HaneTe 0AHOPA30B0E CKONL3ALLEES NOKPLITHE HA OCHOBY
J ycrpoiictea Hygieneboard.

B 3aBNCHMOCTH OT BAPWAHTA UCMIONHEHUA CKONBIALErO NOKPLITHS AGHCTBYATE crieaywmm obpasom:

4400200 OaHOPasoBoe CKONL3ALLEE NOKPLITHE,

- pasmep 60 cm *100 m B pynoxe — 20 10 wr

» OTKPOWTE KPbIWKY KOpoBKN,

» MosepHuUTe PyNoH B KOPOOKe TaK, YToObl KOHEL CKONLIALETD NOKPLITHA OKA3AMNCA CBEPXY.

> CHUMNTE 3aWNTHYIO NEHTY C PYNOKa

»O6enmy pyxamn NOTAHWUTE KOHEU CXONMB3ALLIEro NOKPLITUA 13 KOPoBKU K BbITAHUTE HeoBxoanuMYIo ANNKY N3

KOpOBKU BHU3 U HAPYXY
> YAepXKUBaUTe CKONLIALLES NOKPLITHE OAHOH PYKOR,

> [lpyroi pyKoi NPUNOXUTE KAHLIENAPCKA HOX W K GOKOBON CTOPOHE KOPODXU.
> OTpexbTe OAHOPA30BOE CKONL3RLLEE NOKPLITE OAHUM HENPEPLIBHBIM ABWKEHUEM.

4400203 OaHOpa3oBoe CKONL3ALLEE NOKPLITHE,

- paamep 60 cm*100 M B pynoHe B xopobke-gucneHcepe

» OTkpoiTe KpbilKy KOpoOKU-aucneHcepa.

> CHAMWUTE HOX ANA PE3KN CKOMbIALLEro NOKPLITHA N LUHYP.

» [NosepHuTe pYNoH B KOpoBKe Tak, 4TobbI KOHEU CKONL3ALLETO NOKPLITUA OKA3ANCA CBEPXY.
> CHIMNTE 3aLUMTHYIO NEeHTY C pynoHa.

> 06enMu pyKaMn NOTAHUTE KOHEL| CKONb3ALLEro NOKPLITUR NPUMEPHO Ha 50 cM 13 Kopobku.
> BbITAHUTE KOHEU CKONb3IALLEro NOKPLITUA 3a nepeaHnd xpan Kopobku-gucneHcepa.

> 3aKkponTe Kpbiwxy Kopobkn.

O6peska 0AHOPA30BOro CKONb3ALLEro NOKPLITMA NO ANKHE

» O0enMKn pyxamn BLITAHUTE HEOGXOAUMYIO ANWHY CKOABLIALLErO NOKPLITHA W3 ANCNEHCEePa BHN3 K HApYXY
> Y aepXuBaiTe CroNb3ALee NOKPLITHE OAHOR PYKOW.

> [pyroi pyKoi NPUAOKMTE HOX ANA Pe3KN K KpbillKke KOpobxu,

» OTpexbTe 0QHOPa30BOe CKOMb3ALWEE NOKPLITUE OAHNM HENPepPLIBHLIM ABUNXEHNEM.

Coeer: yTobbl NONYHNTL TOMHBIA NPAMON OTPE3, MOXHO TaKKe NPOBECTU HOXOM ANK PE3KM BAONL KPAA KPLILLKA
xopoBku-aucnexcepa.

TeKCT Ha NOBEPXHOCTU OAHOPA3VBOrC NOKPLITUS HANEMATaH C MHTepaanom npubnusutenbHo 50 oM, yTo
NOMOraeT BU3yanbHo OnpeaennTs HEOBXOAUMYIC ANnHY.

WKYP MOXHO MCMONb3OBATL ANK 3AKPENNEHUN HOXA ANA PE3KW HA KOPODKe-AUCNEHCepe NN Ha APYIOM MecTe C
NOMOWLULIO KIEAKOA NeHTbI.

4400204 OAaHOPa30B0R CKONL3ALLEE NOKPLITHE,
- paamep 53"180 cm, 60 wr B pynoue ¢ nepdopaumnen

» OTKPORTE KPLILLKY KOPOOKW.
> MosepHUTe PyNoM B kopoBke Tax, ToBbl KOHEL CKONMb3ALIETO NOKPLITHS OKA3ancs Caepxy.
= CHAMUTE 3ALMTHYIO NEHTY C pynoxa
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"O6eumn cykamu MOTSIHUTE KOHEL, CKOMb3SILEro NoKpbITUSI U3 KOPOOKM U BbITAHUTE HEOOXOAUMYH ANVHY (40
nepdopauun) 13 KOpoobKN BHU3 U HAPYXY

"YpepxuBaiite ckonb3slee NOKpbITUE OOHONW PYKOW,

" [Lpyroii pykoli OTOpBUTE MOKPbITME MO nepdopaumm, NOTAHYB 3a HEero ¢ OAHOro Kpasi.

HafeHbTe ogHOpa3oBoOe CKOJb3slEee MOKPbITUE HAa OCHOBY ycTpoiicTBa Hygieneboard. Tenepb OHO roTOBO K

pabote
O Pacnonoxute BctaHbTe cboky  OT

yCcTponcTBo c6oky OT naumneHTa, HaranTe

naumeHTa. TOYKY onopel, "
ynupascb B Me4o U
6enpo naumneHTa,
ToNKanTe ero B
HanpasneHuu
nepemMeLleHus.

Y6eautecb, 4To TOPMO3 UT06bI ybpatb

Konec  kpoBatu  uax YCTPOWCTBO, NOBEpHUTE

KaTasiku akTMBupoBaH! naumMeHTa HEMHOro Ha
60K B
NPOTUBOMNONOXHYIO
CTOPOHY.

AKKypaTHO noBepHUTe O YpepxuBasa naumeHTa

nauMeHtTa Ha 60K #” cnerka Ha 60Ky,

noanoxuTe Kpai BblTallUTe YCTPONCTBO

ycTpolicTea nog n3-noj nayuneHTa.

naumeHTa, TaK u4TOObI
ronosa, njevyeBoil nosic
" ob6nacTtb Tasa
naumeHTa Haxoaunncb
Ha Kpato ycTpolicTea.

YcTpoiictBo Transaroll Hygieneboard nmeeT peHTreHONpo3pavHoe /I0XKe, He MMEET MeTas/l/IMYeCcKMx yacTein u
MOXeT WCNOoSb30BaTbCs NPV NPOBeAEeHMM Takux npoueayp Kak peHTreH, MPT, KT 6e3 Heo6xoaumocTu
nepeknagbiBaHusl nauueHTa.

6. CpoK aKcnyaTauuu / XXU3HeHHbIi LMK/

Oxupgaemblli  CpoK 3kcnnyatauumm yctpolictBa Transaroll Hygieneboard coctaBnsetr 5 net npu ero
NCMONb30BaHMM B COOTBETCTBMN C NpaBunaMm TEXHUKU 6e3onacHoCTU. OrpaHUYeHniA Ha 3TOT NEPUOL HET.

B 3aBMCMMOCTM OT Harpy3ksm BO3MOXEH 6o0siee ANuTeNbHbIA WM 605ee KOPOTKUIA CPOK 3KCnayaTauuu.
YCTpOWCTBO [ANs NepemMelleHns MauMeHToB Takke MOXeT CcTaTb MNpexAeBPeMEeHHO HenpurogHbiM K
MCMO/b30BaHUIO B C/lyYyae MOBPEXAEHNA YCTPONiCTBRA.

MpuHagnexHoctn OAHOPAa30BOE CKOMb3siee MOKPbITUEe, BCEX BapUaHTOB WCMOSHEHUS MMEKT crieayouime
CPOKM FOAHOCTM :yNnakoBaHHOE CKO/b3siliee MOKPbITUe UMEET CPOK FOAHOCTU 4 roAa € AaTbl U3rOTOBJ/IEHUS; NOC/e
BCKPbITUS YNaKoBKM OAHOPA30BOE CKO/b3silee MOKPbITMe HeobXoAMMO WCMNo/b30BaTb B TeueHWe 6 MecsiLes,
yTo6bl 06ECNEUYNTb HEOBXOANMbIE CBOICTBA CKOMbXEHUS.

7. MpaBuna TexHUKN 6e30nacHOCTU /PYHKLMOHaIbHAs NpoBepKa
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«OCTOPOXHO» 03Ha4yaeT BO3MOXHYIO ONACHOCTb, KOTOPAasA MOXEeT NPUBECTH K
TpaBMam unu MatepvansHomy yulepOy.

Heucnpashbie n3aenns ncnons3osaTe HEMNb3s

~ "OnacHocTb ckonbkeHWs™ Cneavte 3a Tem. uTOObl NAUMEHT NPU N3MEHEHUW NOMOXKEHNS WU
NepeMeLleHnn He COCKaNsL3biBar C XPOBATW. KYWETKN NN APYrux NOBEPXHOCTEN

~ OnacHocTe TpasmuposaHns' Mpw acnonb3osarHum ycTponcTtea Transaroll Hygieneboard Bcerga cnegure
3a Tem. yTOObl KPOBATL. KyweTKa vnu Kakoe-nBo NOABUKHOE OCHOBAHNE ObiN YCTOAUMBLIMU TO €CTb
TOPMO3a [4ONXKHbI ObiTb aKTUBNPOBAHDLI

~ YBeawntecs, uto ycrponctso Transaroll Hygieneboard ycTORYMBO pacnonoxeHo Ha 06enx NOBEPXHOCTAX
B 30HE nepemeuleHns. CBoOoAHOE PacCTORHWE MEeXdy NOBEPXHOCTAMU. HA KOTOPbLIX NPOW3BOAVTCH
nepemMeLleHne nayunenTta 4omkHo ObiTe He Bonee 15 cm.

~ 3a NpuHATWe pewenus, TpebyeTcs M ANA NepeMeweHNs NaUMEHTa HECKONBKO NOMb3oBaTenel unu
MOryT nu  notpeboBaTbCA AQONONHUTENbHbIE Mepbt 6e30NacHOCTW, HeceT OTBETCTBEHHOCTb
nonb3osaTens/yypexaeHuve.

~ Huxoraa He ocTasnanTe nauueHTa. pasmeweHHoro Ha Transaroll Hygieneboard, 6e3 npucmoTpa.

~ YctpoicTeo Transaroll Hygienboard He 4ONXKHO OCTaBaTLCA NOA NAUNEHTOM NOCME €ro NepeMeLLeHNs.

~ Yb6egutecs, ocobeHHo npu noaveme ycTponctea Transaroll Hygieneboard, 4To naumeHT HaAEXHO NexXuT
Ha YCTPONUCTBE N HE MOXET COCKONb3HYTb BHU3.

~ Cnepute 3a Tem, YyTOObI NEPEMELLEHNS NPOBOANNNCH NONB3OBATENAMU C YHETOM HArPY3KN Ha CIMHY .

Heobxoanmo cobnogaTe orpaHnyenus no secy nauwnenTa (200 «r).

~ OnacHoCTb TPaBMMPOBaHUA HOXOM ANA pe3ku/kaHuensapckum Hoxom! Cobniogante ykasanus no
TexHuke 6e30nacHOCTM Npyu WCNONL3OBAHWM KOPOOKU-AUCNEHCEPa C OAHOPA30BbIM  CKONb3ALUUM
NOKPLITUEM.

~ 0OpaHopa3oBoe cKonb3swee NOKpbITUE MOXET ObiTb UCNONBL30BAHO HECKONBKO pPa3 ANA NepemelleHUs
0AHOro nauueHTa. Mocne 3Toro OHO A0MKHO BbITb CHATO C OCHOBLI YCTPONCTBA U YyTUNN3NPOBAHO.

~ OaHOpasoBoe CKONb3AWEE NOKPLITUE HENb3A UCNONBb30BATh NOBTOPHO ANS APYrOro NAUUeHTa.

Obs3aTenbHO CHUMaWTe OAHOPA30BOE CKONb3RLLEE NOKPLITUE NOCNE NePEMELLEHNS KAXAO0rO NaUNeHTa.

#» OTKpbITble pyNOHbI 04HOPA30BOro CKONL3IALErO NOKPLITUAKN AOMKHLI BbiTh N3PACX0A0BaHbI B TeYeHWe 6
mecaues. Heobx0AUMO 3awmwaTh OTKPbLITLIE PYNOHbL! OT 3arpA3HEHUs, Harpesa. BNaru U CONHEYHbIX
nyyen, nHave CKONb3sLMe CBOWCTBA NOKPLITUS MOTYT 3HAYMTENLHO YXYALWNTLCH.

~ [NospexneHHOe 0AHOPA30BOE CKONb3AWEE NOKPLITUE WKW NOKPLITME, NOTEPABLIEE CBOW CKONb3AWME

CBOWCTBA 13-3a8 HENPaBUNbLHOFO MCNONbL30BAHWUA UNY XPAHEHUS, UCNONL3OBATL HENb3K.

N

N\

\

YCTpONCTBa ANA NepemMeLweHns Take NoABEePXKeHbI NPOUECCY eCTECTBEHHOro ctapeHus. MNposepaiTe nsaenve

perynapHo v TwatenbHo. YOeautech, YTo nspenve Haxoautcs B 6€3ynpedHoM COCTOSHUM U 4TO Marepuan He

nospexaeH (HeT pa3pbiBOB, NOPE30B CKONL3ALLEro NOKPLITUS UNW Pa3pLIBOB, NOPE30B, BbIKPALLMBAHNA OCHOBbI

yCTPOWCTBA).

OaHopasosoe CKONb3ALWEE NOKPLITUE TalKe NOABEPXEHb!I eCTECTBEHHOMY Npoueccy cTrapewws. MposepsiTte

usaenve perynapHo v TwarenobHo. Ybeauteco, 4yTo 04HOPA30BOE NOKPLITUE HAXOANTCA B UCNPABHOM COCTORHUN

W 4TO Martepuan He NOBpexaeH (HeT pa3puisos, Nnope3os). NposepbTe, YTO rMNagkan NOBEPXHOCTb 04HOPA30BOro
) CKONB3AWETO NOKPLITUS NO3BONSRET MaTepuany Nerko CKoNb3auTb U ABUraTbCA NO NOBEPXHOCTW. MposepbTe 3TK

CBOWCTBA NOKPLITUS — B MA€ANe NO CPABHEHUIO C HOBLIM NOKPLITUEM.

HewncnpaBHy0 NpoayKUMIO UCNONL30BaTL HENbL3A!

Mepbi NpeaoCTOPOKHOCTH: HE KCNONBb30BATL YCTPOWCTBO B CNy4ae ero NoBpeXAEHMA.

KpnuTepun HenpurogHoCTH: NMEITCA NOBPEXAEHUS OCHOBLI YCTPOWCTBA (pa3spbiBbl, NOPE3bl, BuIKpaLWWBAHUE),
OAQHOPA30BOE CKOMb3ALWEEe MNOKPbITUE NOBPEXAEHO (paspbiBbl, NOPE3bl) WNW YTPATWUNO CBOW CKONb3SALLME
csoucTea.

YCTponcTeo AnA nepemMeulenws Transaroll B BapuaHTax MWCNONHEHWS COOTBETCTBYOT CaMmbiM BbICOKUM
TpeboBaHUAM Kk KadecTsy.

Yctponcteo Ana  nepemeweHus Transaroll Hygieneboard wmeeT npuHaanexHocTM ANS COBMECTHOrO
NPUMEHEHUsI, HE NPEayCMOTPEHO ANS UCNONbL30BaHWA B KOMOWHauwnm C ApYrMMU MEOMUVHCKUMK wUnun
HEMEANUMHCKAMK M3AeNUAMWN N UCNOMNb3YETCA CaMOCTORTENBHO.
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YCTPOWUITBS HE COAEPXAT NEeKApCTBEHHbLIX CPEACTB. MaTepwanoB XKWUBOTHOMO W/UNW  YenoBEeYecKoro
NPONCX I~ AS

YCTROWI T3S "2TOBO K NPUMEHEHMIO CPa3y NOCNE pacnakoBbIBAHNR =2 ToeSyeT yCTAHOBKWN. HACTPOWKW MM APy rvX
AEVCTBMA 273 BBOAA B 3KCNNyaTaumw

YCTPOUCTBO ~e SBNAETCA CTEPUNbHLIM U He TpebyeT cTepunuiaunu nepes NPUMEHEHUEM.

YCTPOACTBO HE SBNAETCA NUCTOYHUKOM KaKoro-nubo u3nyyeHus. COOTBETCTBEHHO HE OKA3biBaeT BMMSHUS Ha
APYTV2 MeI_ MHCKUe N30eNNs. A TaKKe He NOABEPraeTCs BNMKHNO BHELHVUX (DAKTOPOB OT APYrMX MEANLNHCKNX
n3aenna

O cepbesHbix nponcwecTeunax HeobxoaMMo coodwaTs NPoON3BOINTENIO U KOMNETEHTHOMY OpraHy rocyaapcraa-
Yy4aCTHMKA. B KOTOPOM HAaxo4MTCH NONb30BaTENb W/KWNW NALUNEHT

-8. aq;cr-xa,_yibn_lnEéaumbexuun T S

8.1. OaHopa3zoBoe ckonb3Aulee NOKPbITUE (3eNeHOoe) (NPUHAANEXHOCTL K BAPUAHTY ncnonHeHusa Transaroll
Hygieneboard)

OaHopa3sosoe crkonb3swee NOoKpbITUE MOXET ObiTb UCNONL3OBAHO HECKOMLKO Pa3 ANS NepemMelieHns OfHOro
naurenTa. llocne 3TOro OHO AOMKHO BbITb CHATO C OCHOBbLI YCTPOWCTBA U yTUNU3NPOBAHO. He TpebyeT ouncTku
v ae3nHdekunn.

8.2. OcHOBa ycTpOMCTBa ANA NepeMelleHUA NaumeHTa

Camo ycTpoicTBo cnocobHO BbiAepXaTb BONbWON W3HOC N MOXET BbiTb OuMLEHO O6bIMHLIMK BbITOBBIMU
YUCTAWMUMN CPEACTBaMU N BOAOW.

OB6bluHan oducTka: [N O4UCTKM UCNONb3yhTe Tennyio BoAy W MArkoe GbiToBOe uucTAwee CpeacTso. Mpu
HeoBX0AUMOCTHN NPOTPUTE YCTPOWCTBO BNAXHOW TKaHbIO U AaNTE emy NONHOCTLIO BLICOXHYTb.

le3nHdekyna: YCTpoCTBO MOXHO Nerko Npoae3nHduumMpoBaTh C NOMOLLLIO Ae3MHDULUPYIOWEro pacTeopa Ha
CNUPTOBOW OCHOBE (Ha OCHOBE W3ONPONUNOBOrO, N-NPONWNOBOrO, 3TWNOBOrC MNW Apyrux cnuptos). Bceraa
OCTaBNAATE PAcTBOP A0 NONHOMO BbICbIXAHNS.

YCTpO#CTBO HENPUIOAHO ANA Ae3nH@EKUVN B aBTOKNABE U3-3a TePMOYYBCTBUTENbLHOK CTPYKTYpbl MaTepuana.

Ans nonb3osatenen 8 Poccninickon deaepaunv Ans NnposeaeHns Ae3nHPEKLMn PeKOMEHAYETCA CNONb30BaTh:
- fesnHduumnpytowee cpeacteo «AsaHaes3-A», npoussoactea OO0 «[esoc», Poccus (cBugeTensctso o
rocyaapcTeeHHon peructpaunn RU 77.99.32.002.E.002145.06.21)unn aHanoruuHele NoO COcTasy CpeacTsa Ha
OCHOBE 3TUNOBOr0, N30NPONUNOBOrO UAKN N-NPONUNOBOrC CNUPTOB, Pa3pPeWweHHbIe K NPUMEHEHMNIO

9. Mapkuposka uagenus / CE

YcTponcTeo Ans nepemewlenns nauventa Transaroll Hygieneboard ssnsetcs meanunmHckum nagennem knaccea |
n coorsercTeyeT Pernamenty EC 2017/745 EBponenckoro napnamenta n Coseta 0 MeQUUNHCKNX V3AENNAX
(MDR) o1 05.04.2017 r.

y Kak npon3soauTens n AUCTPUBLIOTOP MEAMUNHCKUX U3genui, Mbl cepTudunumposaHrsl B cooteetctaun ¢ DIN EN
1ISO 9001:2015 v DIN EN ISO 13485:2016. Hawm meanumHckue n3genvs npoLwnu COOTBETCTBYIOLLYIO Npoueaypy
OUEHKN COOTBETCTBUA U NOITOMY UMmetoT mapkuposky CE.

NuansnayansHana MapkMpoBKa vu3aenus npeactasnseT u3 cebsa  aBe NNeHOYHbIe ATUKETKU chneuuansHow
hopMmbl, COOTBETCTBYIOLLEN penbedy YyCTPOACTBA, KOTOPbLIE PA3MELWAlOTCs C BePXHEN U HUKHEN CTOPOH U3aenus
v cogepxaTt cneaytoLlyo MHOopMaumIo:

Nudopmauvsa Ha BepxHen ITUKETKE: HAUMEHOBAHWE W aapec NPOU3BOAUTENS, HOMEP na KaTanory, Koa napTuv,
AaTa nNpov3BOACTBA, MakcumanoHas 6e3onacHas Harpyska, CUMBONbI YCNOBUIA UCNONBL30BaHWUA, XpaHEHUS W
TpaHCNOPTUPOBKY, CUMBONL! NPEROCTEPEXEHNA, CUMBON UHCTPYKUUK, CUMBON MEAWUMHCKOro W3aenus, Knacc
pucka, CuMBON yHWKanNbHOro uaeHTudwukatopa, DataMatrix koa, CE-mapkuposka, (nogpobHo cm. tabnuuy
CunmBONbI), BEPCUS ATUKETKM (rev.), NOroTWN KOMNaHWK, cTpaHa npoucxoxgeHus (Made in Germany).
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VHdopmauusa Ha HWXHeR 3TukeTke HauMeHOBaHWe BapuaHTa WCNOJIHeHUs, Aata Npou3BOACTBa, Bepcus
aTukeTKkun (rev.), QR-kog, cumeon NFC norotmn komnaHuw.

((info))
MapknpoBka YCTpoicTBa COAEPXUT CUMBOS , YKasblBaloluii, 4To B AaHHOM MecTe pacnosaraetcs
NFC meTka, cogepxawaa nHopmaunio o cepuinHom Homepe YcTpoicTea. [ns cumTbiBaHWA 3TO MHAopMaLmm
BOCNO/b3YATECH MpedyCcTaHOBMEHHbIM npuaoxeHnem NFC Ha cBoeM cMapTdoHe (Npu Hannuuumn Takol
dhyHKUMKM). ONns 3TOro Heo6xoAMMO OTKpbITb NpunoxeHne NFC 1 nogHecTn cMapToH Ha paccTosiHue He 6onee
10 cm oT cumBona NFC Ha YcTpoiicTBe, Ha 3KpaHe cMapTgoHa 0Tobpa3nTcs MHdopMauns 0 CEPURHOM HoMepe.

MapknpoBka YcTpoiictBa cogepxuT DataMatrix kog: npu cunTbiBaHWM Koda OTobpaxaeTcs cregyowas
coxpaHeHHas wuHcopmauus; (01) Homep GTIN (rnobanbHblii HOMEp TOBapHOW nNpoAykKuMM B  eAWHON
MexayHapoaHoi 6a3e ToeapoB GS1), (11) gaty npomnsBogctea v (10) Homep napTuu.

MapknpoBKka YcTpoiicTBa cogepxutT QR Kof: NMpu CUMTbIBAHMW COAEPXUT CChISIKY Ha Be6-cailT nponsBoguTens.

MprmMep MapKUpoBKW M3aenns

DataMatrix kop,
QR kog,

TransdfoK Hygieneboard

MapKknpoBKa ynakoBKn yCTpOMCTBa:

OTNKeTKa COAEPXUT CneayoLyo nHpopmaluio: HauMeHoBaHe W agpec NPou3BOAUTENSA, HOMEP MO KaTaslory,
KO4 mapTumn, HaMMeHOBaHWe BapuaHTa WUCMOSHeHus, pasmep, cknagHon (foldable)/HecknagHoli (non-foldable),
jata npou3BOACTBA, CUMBO/bLlI  YC/OBWUI XpPaHEHWS W TPaHCMOPTUPOBKW, CUMMBOS WHCTPYKLMUW, CMMBON
MeaUUMHCKOro Wu3fenusa, Knacc pucka, CMMBOJ1 YHUKas/IbHOTO uAeHTudukatopa, DataMatrix kog, CE-
MapkMpoBka, (nogpobHo cMm. Tabnuuy CumBOMbI), Bepcua 3ITUKETKU (rev.), JI0roTUMN KOMMNaHuW, cTpaHa
npovcxoxaeHua (Made in Germany), agpec cTpaHuubl B cetu VHTepHer.
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Mpumep MapKMPOBKM ynaKoBKM

REF 4500026 Transaroll Hygieneboard - DataMatrix kopg
ndniljr*)

O£ 1 MD 180*>:.'m

®il-.r

CE |

y ' m. .le -i-m dip. :r': nn-

Mprmep [ONOMHUTENILHOW MapKUPOBKM yNnakoBku Ans Poccuiickoin degepaunmn
B uenax co6MOAEHUA POCCUIACKOrO 3akoHoAaTesnbCcTBa [AOMNOSIHUTENIBHO K OPWUIMHaNbHOW  MapKupoBKe
npomssoauTens 6yayT NPUMEHSTLCA 3TUKETKM B BUAE CTUKEPOB Ha PYCCKOM SI3bIKE.

MapkupoBka B BWAE CTMKEpPa Ha PYCCKOM $3blke SIBASETCS [LOMOMHWTENIbHOW MapKMpPOBKOW K MapKMpOBKe
Npou3BOAUTENSA, COAEPXalleil kKaTasioXHbIi HOMep, HOMep napTuu/cepun ¥ npegynpeanuTesbHbIe CUMBOJIbHbIE
0603HayYeHusi. [lonosiHMTeNIbHAsi MapKMpoBKAa Ha PYCCKOM s3blke HAHOCWUTCS PsigOM € MapKMpPOBKON
npou3BOAMUTENSA, He nepekpbiBas ee. [JaHHble Ha MapKMPOBKE AOMOMHAT APYT ApYra U AO/MKHbI YUNTbIBATLCA B
COBOKYMHOCTHU.

YCTpoicTBO ANa nepemMelleHnsa naymeHta Transaroll,
BapuaHT UcnosfHeHnsa: Hygieneboard Standard, cknagHol

npounssoguTens:Transatlantic Handels-Gesellschaft Stoipe &
Co. mbH, CnmeHcwTpacce 7
61267 Holi-AHcnax, FepmaHus

WHcpopmayna o Homepe no kat. (REF), koge naptum (LOT), parte
Npon3BOACTBA yka3aHa Ha MapkupoBKe NpPou3BOAUTENS.
YnonHomoueHHblii npeactaButens B P®: 000 «buoCuctembl» 197022,
Poccusa, Cadkr-Metepbypr, yn.Mpogeccopa [onosa, A.23, nuT.E,
Ten.: (812) 320-49-49 E-mail: main@bioline.ru

«[opsivas nnHUA» cNyxobl TexHuyeckoit noanepxku: 8-800-444-33-49

PernctpauynoHHoe ygoctoBepeHune Ne_ oT
O6wwii BUA MapKUPOBKN Ha npuMepe BapuaHTa mucnosHeHus Transaroll Hygieneboard Standard, cknagHoii.

MapkupoBKa ynakoBK/M O4HOPAa30BOro CKOJIb3ALWEro NOKPbITUA:
OTVKeTKa COAEPXMUT credylowy MHopMaLMio: HauMeHoBaHWe W agpec Npous3BoAuTeNns, HaMMeHoBaHue W
ajpec AUCTpubLIOTOPa, HOMEp Mo Katasory, HauMeHOBaHWe BapuaHTa WCMOJSIHEHWSA, pa3mep, KOJIMYECTBO, KOp,
napTuv, fata nNpov3BOACTBa, CUMBO/IbI YCIOBWI NPUMEHEHUS, XPaHEeHUs U TPaHCNOPTUPOBKMA, CUMMBON 3anpeTa
NOBTOPHOIO MPUMEHEHWUSA, CUMBOMT WMHCTPYKUWUW, CUMBOST MEOULMHCKOTO W3LEeNnsA, KiacCc pucka,  CUMBON
YHUKanbHOro naeHtugukatopa, DataMatrix kog, CE-mapkupoBka, (nogpo6Ho cM. Tabnuuy CuMBONbI), Bepcusi
3TUKETKM (rev.), NOroTun KomnaHuu, crtpaHa npoucxoxpeHus (Made in Germany), agpec CTpaHuubl B ceTu
WHTepHerT.
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Mpumep MapkUpOBKU YNaKOBKM OLHOPA30BOr0 CKOMb3sILLEro MOKPbITUS

Transatlantic Care MAOC LI CIRMAMY

Einweg Gleitfolie - am Stuck
4400203 01>pc\«b\«gGhd\ng <Dvir

60 cmt 4 Kt. DataMatrix kog,

1> uancn /u AbIF vtsnrp.i te-
»» Bﬁ&«
Mbe .j'lio  toouf d«en

O®DT

OpfaHopa3oBoe CKoMb3fAlee NoKpbiTUe - pasmep 60 cm *100 M B py/ioHe
MpuHagnexHocTb Ana YcTpoiicTBa [N NepemMeleHns nayueHTa
Transaroll Hygieneboard B BapnaHTax ucnosiHeHus
npomnssoautens:Tran5allanlk Handels-Gesellschaft Stoipe &
Co. TbH, CumeHcwTpacce 7
61267 Hoir-AHcnax, epmaHus

MHopmauyma o Homepe no kat. (REF), koge napTtum (LOT), pate
NMPOM3BOACTBA YKa3zaHa Ha MapKWpOBKe NMPOU3BOAUTENSA.
YnonHomouyeHHbIn npegctaButesib B P®: 000 «buoCuctembl» 197022,
Poccusa,  CaHkr-Metepbypr, yn.Mpogeccopa [Monosa, A.23, uT.E,
Ten.: (812) 320-49-49 E-mail: main@bioline.ru

«lopsivasn nuHuA» cnyx6bl TexHnyeckoit nogaepxku: 8-800-444-33-49

PernctpaunoHHoe ygoctosepeHmne Neo_ oT

O6cunin BUA, MapKMpOBKU Ha NMprYMepe BapuaHTa mcnosiHeHns O4HOpa3oBOoe CKOsb3sliee NOKpbITUE
pa3mep 60 cm *100 M B py/iOHe

10. CtaHgapTbl U cneundukauun, NpUMeHMMbIe NOSTHOCTbLIO NN YaCTUYHO

DIN EN ISO 13485:2021-12 N3pgenus mepuumHckme - CUCTEMbI MeHeaXMeHTa - TpeboBaHus
L4Nsi ueneii perynmposaHusi

DIN EN ISO 14971:2020-07 N3pgenus MepuumHckue - TpUMEHEHME MeHeLXMEeHTa PUCKOB K
MeANLVHCKAM M34envsim

DIN EN ISO 20417:2022-03 N3penus mMeguumnHckne - VHdopmaums, nocrasnsiemas
N3roTOBUTENEM

DIN EN ISO 15233-1:2022-02 N3penus meauumHckme - CUMBONbI, UCMOMb3yEMbIE B UHpOpMaLK,

npepocTaBnsemMoli nsrotoeutenem - Yacto 1. Obuwme TpeboBaHmA

DIN EN 1SO 10993-1:2021-05 W3genns  meanumHckme. OueHka  6uonormyeckoro  AeiicTeus
MeauuMHCKux wusgenuin. Yactb 1. OueHka W uUccneaoBaHus B
npoLecce MeHeXKMEHTa PUCKOB

DIN EN 1SO 10993-10:2014-10 N3penua wmepuuuHckme - OueHka 6Guonornyeckoro  Aeicteus
MeauuMHCKNX mn3gennii. Yactb 10: ViccnefoBaHusa pasgpaxarowero
N ceHcnbUNn3npyoLwero aencTemus

DIN EN ISO 10993-11:2018-09 N3pnenus  meauumHckme. OueHka 6GMOMOMMYEcKoro  AeicTeus
MeLULNHCKNX nsgenuii. YacTb 11. WccneposaHusa
06LL,EeTOKCMYECKOTO AelicTBUSA

Ona Poccuiickoih degepaunm:
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Poccuiickne ctaHaapThl
""rocTt P 50444-2020 Mpu6opsl, annapaTbl 1 060pyaoBaHne MeauLmMHCKie. Obuime
TexHnyeckne TpeboBaHunA

"Y"OCT P 1CO 15223-1-2023" N3penua meguuuHckue - CUMBOSbI, UCMOMb3yEMblE B UHIOPMALLUAK,

npegocTaBnsemMoii usrotoeutesiem - Yactb 1 O6wume Tpe6oBaHus

11.MapaHTuA

FapaHTUAHBIA CpoK akcnnyatauunm - 3 roga. [apaHTMa He pacnpocTpaHseTcs Ha AedekTbl, Bbl3BaHHble
HenpasWbHON 3KcnayaTauueid Nam ectecTBEHHbIM M3HOCOM. KomnaHua TpaHcaTnaHTuk [Transatlantic] He HeceT
OTBETCTBEHHOCTM 3a C/yyaiHble WM KOCBEHHblE MOBPEXAEHUS WM MaTepuasibHblli yuiepb.

Mpoun3soanTenb rapaHTMpyeT COXpaHHOCTb CBOWCTB O4HOPA30BOro CKOJMb3SALWEro NOKPbITUS B TEYEHUE BCEro

Cpoka rogHocTtu - 4 roga.
FapaHTUiAHbIA CPOK XpaHeHusa - 3 roga.

12. Ytunmnsauyus

OpHopa3oBoe CKOMb3silee JIOKPbITUE [O/MKHO 6biTb CHATO C YCTPOWCTBA MOC/Me ero npuMeHeHus U
YyTUAN3UPOBAHO OTAE/IbHO B COOTBETCTBUM C FOCYAaPCTBEHHBLIMW U MECTHBIMU HOpPMaMMU.

Mepen BbLIBOAOM M3 3Kcnayatauum W yTuamMsauumein ycTpoiicTBO Heobxoaumo npogesnHduuyupoBatb. [Ons
ycTpoictBa Transaroll Hygieneboard He cyuwiecTByeT cneuuanbHbiX MpaBua yTuamsauun. Ero cnegyet
yTUAN3UPOBaTh B COOTBETCTBMM C FOCYAapPCTBEHHLIMU N MECTHBIMU HOpPMaMW.

[Ona Poccwuiickoii degepaunn pekomeHayeTcs yTUAN3MPOBaTb U3Aesive B COOTBETCTBUM C YCTAHOB/IEHHLIMM
npasunamm CaHluH 2.1.3684-21 "CaHuTapHO-anngeMunoaiornyeckne TpebosaHus K COepXaHU TeppuUTopuii
FTOPOACKMX W CefIbCKUX MOCEeNeHnn, K BOAHbIM OObekTam, MUTbLEBOI BOAE W MUTLEBOMY BOAOCHAGXEHWIO,
aTMocdepHOMy BO34yXy, MOYBAM, XW/bIM MOMELLEHUAM, 3KCnayaTauunm NPOW3BOACTBEHHbIX, OOLLECTBEHHbIX
NOMeLLeHUn, opraHusaumm W MNPOBEAEHUI0  CaHWTApPHO-NPOTUBO3MMAEMUYECKNX  (MPOOUNAKTUYECKNX)
MeponpuaTnia™:

OpHOpPa30BOE CKOMb3sILLEE MOKPLITHE - Kacc b (3aNUgemMmnonormieckn onacHble oTxXof4bl),

OcHoBa ycTpoiicTBa (nocne npegsapuTencHoli aesnHdekunn) - knacc A (3NMAEMMOOTMYECKN
6e3onacHble 0TxXoapl).

TpaHcaTnaHTuk XaHgenobc-resennbwadt Wronbne& Ko. moXx
[Transatlantic Handels-Gesellschaft Stolpe&Co. mbH]
IVI CunmeHcwTpacce 7
61267 Holi-AHcnax, 'epmaHus
Ten.: +49 (0)6081 9430-50
®dakc: +49 (0)6081 9430-80
info@transat.de
www.transatlantic.de
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A, nepeBogunk [NomopueBa AsnvHa HOpbeBHa,

NO/THbIM.

Poccuiickas ®epepauyuns, CaHkT-MeTtepbypr,

OAMHHAALATOr0 HOAGPS ABE ThiCAYM ABajLaTb YETBEPTOro rofa.

A, OctaneHko EneHa KOHCTaHTMHOBHA, HOTapMyC HOTapuasibHOro okpyra
CaHkT-MeTepbypr, cBUAETENbCTBYIO NOAIMHHOCTL NOANUCK NepeBofuYnKa
MomopueBoil AnuHbl KOpbeBHbI.

Moanuce caenaHa B MOEM MPUCYTCTBUMN.

Blopo nepeBofoB «ABpopa»

197342, r CaHkT-MeTepbypr,

M YepHas peuka,
yn, Topxkosckas, 4. 5,
BL, «Ontuma», ogmc 331
Ten: (812)441-39-10
www.aurora-Diter.com
aurora-piter@mail.nj

AURORA Translation Services
197342, Saint Petersburg,
Chernaya Rechka subway station,
5 Torzhkovskaya St
OPTIMA Business Center, office 331
phone: (812)441-39-10
wvw.aurora-Diter.com
aurora-piter@mail.ru
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OrPH: 1089847219043
MHH/KMNM: 7841388560/781401001
OKMNO 09801859 OKOHX 96120
p/c 40702810507380000118
OUINAN NETPOBCKNI
MAO BAHKA "®K OTKPbITUE"
k/c 30101810540300000795
BMK 044030795

C

BNaZetowass pPycckUM, aHIIMACKMM U HEMELKKUM  Si3blKamu,
NoATBEPXAAD, YTO BbIMOMHEHHbI MHOI MEepPeBO, MPUIOXKEHHOrO AOKYMeHTa SIB/ISETCA MpPaBW/bHBIM, TOUYHBIM U

PSRN: 1089847219043
TIN/CRR: 7841388560/781401001
RNCBO 09801859 ARCEA 96120

s/a 40702810507380000118

PETROVSKY BRANCH

OF FC OTKRYTIE BANK, PJSC
cor/a 30101810540300000795
BIC 044030795
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