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1. MODELS
The following basic models may be subject to implementation or change without notice.

* T-Straps * Pin Straps * Reflex Straps * ECS Straps * Rock Straps * RSP Straps

2. INTENDED USE
2.1 INTENDED USE AND CLINICAL BENEFITS
Full body restraint belts are aids used to immobilise patients on Spencer spine boards.

2.2 TARGET PATIENTS

There are no particular indications related to the patient group.

The design of the product allows it to be used with any person within the dimensions of the device. If paediatric subjects must be transported, it will be in the role of the rescuer
to determine whether the belt systems are suitable for immobilization or if it will be necessary to use another device.

2.3 PATIENT SELECTION CRITERIA

The expected patient selection criteria are those applicable to the device with which the belt is used.

2.4 CONTRAINDICATIONS AND UNWANTED SIDE EFFECTS

No particular contraindications or side effects are known with relation to use of the device, as long as it is used in accordance with the user manual.
2.5 USERS AND INSTALLERS

The intended users are rescue workers and experts in patient handling, immobilisation and transport.
These devices are not intended for lay people.

Full body restraint belts are devices intended for professional use only. Do not allow untrained persons to help while using the product, as they may cause injury to
themselves or others.

Despite all efforts, laboratory tests, trials, and instructions for use, standards do not always reproduce practice, so the results obtained under actual conditions of product
use in the natural environment may sometimes differ significantly.

The best instructions are the continuous practice of use under the supervision of competent and trained personnel.

Operators using the device should be physically able to use the device and have good muscle coordination. Operators’ ability must be assessed before the definition of roles
in use of the stretcher.
Operators must be able to provide the necessary patient care.

2.5.1 USER TRAINING

Regardless of your level of experience with similar devices in the past, you should carefully read and understand the contents of this manual before installing, operating, or
servicing this product. In case of any questions, please contact Spencer Italia S.r.l. for the necessary clarifications.

The product must be used only by personnel trained in the use of this product and not on other similar products.

The suitability of the users for use of this product can be attested by the training registration, in which trained persons, trainers, date and place are specified. This docu-
mentation must be kept for at least 10 years after the end of the product’s life and must be made available to the competent authorities and/or the Manufacturer when
requested. In the absence of such documentation, the relevant bodies will apply any foreseen sanctions.

Do not allow untrained persons to help while using the product, as they may cause injury to themselves or others.

Note: Spencer Italia S.r.l. is always available for training courses.

2.5.2 INSTALLER TRAINING
Installation is not required.

3. REFERENCE STANDARDS

As Distributor or End-User of the products manufactured and/or marketed by Spencer Italia S.r.l., users are strictly required to be familiar with the legal provisions in force in
the country of destination of the goods, applicable to the devices to be supplied (including regulations relating to technical specifications and/or safety requirements) and,
therefore, to understand the requirements necessary to ensure compliance of the products themselves with all legal requirements of the territory.

REFERENCE DOCUMENT TITLE

EU Regulation 2017/745 EU Regulation on Medical Devices

4. INTRODUCTION

4.1 USING THE MANUAL

The purpose of this manual is to provide healthcare professionals with the information necessary for safe and appropriate use and maintenance of the device.

Note: The Manual is an integral part of the device and therefore it must be kept for the entire life of the device and must accompany it in any changes of use or ownership. If any
instructions for use for products other than the one received are present, please contact the Manufacturer inmediately before use.

Spencer products User Manuals can be downloaded from the site http://support.spencer.it or by contacting the Manufacturer. Exceptions are those items whose essentiality
and reasonable and predictable use are such that it is not necessary to draw up instructions, in addition to the following warnings and indications on the label.

Regardless of your level of experience with similar devices in the past, it is advisable to carefully read and understand the contents of this manual before installing,
operating, or servicing this product.

4.2 DEVICE LABELLING AND TRACEABILITY

Each device is provided with a label, placed on the device itself and/or on the packaging, which contains the Manufacturer’s identification data, product, CE marking, serial
number (SN) or lot number (LOT). This must never be removed or covered.

In the event of damage or removal, request a duplicate from the Manufacturer, or else the warranty will be void as the device can no longer be traced.

If the assigned Lot/SN cannot be traced, the device must be iti provis only under the ibility of the

EU Regulation 2017/745 requires manufacturers and distributors of medical devices to keep track of their location. If the device is in a location other than the address to which
it was shipped or sold, or if it was donated, lost, stolen, exported or destroyed, permanently removed from use, or if the device was not delivered directly from Spencer Italia
S.r.l,, please register the device at http://service.spencer.it, or inform Customer Service (see § 4.4).
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4.3 SYMBOLS

Symbol Meaning Symbol Meaning
c E Device in compliance with EU Regulation 2017/745 D.anger— Indicates a hazarijus situation that may result in a situation
directly related to serious injury or death.

Medical device E]zl See the instructions for use

Manufacturer Lot number

Date of manufacture Product code

&0“1 Caution: Federal law restricts the sale of this device by or on the order of a
Y licensed professional (US market only)

By 31E

Unique Device Identifier

Production identification

Alphanumeric code that identifies the production units of the device, composed of:
(01)805771123 company prefix

000 progressive GS1

6

control number
(11)200626 date of production (YYMMDD)

(01)8057711230006 (11) 200626 (10) 1234567890 (10)1234567890 lot number

4.4 WARRANTY AND SERVICE

Spencer Italia S.r.|. guarantees that products are free from defects for a period of one year from the date of purchase.

For information regarding correct interpretation of the instructions for use, maintenance, installation or return, please contact Spencer Customer Service tel. +39 0521 541154,
fax +39 0521 541222, e-mail service@spencer.it.

To facilitate service, always indicate the lot number (LOT) or serial number (SN) on the label attached to the package or device itself.

Warranty and service conditions are available at http://support.spencer.it.

Note: Record and keep with these instructions: lot (LOT) or serial number (SN), if present, place and date of purchase, date of first use, date of checks, user name and comments.

5. WARNINGS/DANGERS

A Warnings, dangers, notes, and other important safety information are provided in this section and are clearly visible throughout the manual.
At least every 6 months, it is important to check for updated instructions and any changes involving your product. This information is freely available on the website www.
spencer.it on the specific product page.

Product features
Use of the product for any purpose other than that described in the User Manual is prohibited.

Before each use, always check the conditions of the product, as specified in the User Manual. In the event of faults/damage that could compromise its functiona-
lity/safety, immediately remove it from service and contact the Manufacturer.

A The product must not be tampered with or modified without the manufacturer’s authorisation (modification, tweaking, additions, repair), as they may constitute
imminent danger of injury to persons and material damage. Should these operations be performed, we decline any responsibility for incorrect operation or any

damage caused by the product itself; moreover, the CE marking and the product warranty shall be null and void
Be sure to take every precaution to avoid hazards from contact with blood or body secretions, if applicable.

If the product is found to be malfunctioning, immediately use a similar device to ensure continuity of ongoing operations. Non-compliant devices must be taken out of

service.

When using the devices, position and adjust them in such a way that they do not hinder operator works or the use of any other equipment.

Avoid contact with sharp or abrasive objects.

Operating temperature: from -5°C to + 50°C.

Storage

The product must not be exposed or come into contact with thermal sources of combustion or flammable agents, but must instead be stored in a dry, cool place, away
from light and sun.

Do not store the product under other more or less heavy materials that may damage the device.

Store and transport the product with its original packaging, otherwise the warranty shall be invalidated.

Storage temperature: -10°C to +60°C.

Regulatory requirements

As Distributor or End-User of the products manufactured and/or marketed by Spencer Italia S.r.l., users are strictly required to be familiar with the legal provisions in force in
the country of destination of the goods, applicable to the devices to be supplied (including regulations relating to technical specifications and/or safety requirements) and,
therefore, to understand the requirements necessary to ensure compliance of the products tt Ives with all legal requi of the territory.

* Promptly and in detail notify Spencer Italia S.r.l. (already in the quotation request phase) about possible fulfilments by the Manufacturer necessary for the compliance of
products with specific legal requirements of the territory (including those deriving from regulations and/or regulatory provisions of another nature).

Act with due care and diligence to help ensure compliance with the general safety requirements of the devices placed on the market, providing end-users with all the infor-
mation necessary to carry out periodic revisions on the supplied devices, exactly as indicated in the User Manual.

Participate in safety checks on products placed on the market, transmitting information regarding product risks to the Manufacturer as well as to the Competent Authorities
for their respective actions.

Without prejudice to the above, the Distributor or End-User shall assume wider liability related to non-compliance with non-fulfilment of the above-mentioned obligations,
with consequent obligation to indemnify and/or hold Spencer Italia S.r.l. harmless from any possible injurious effect.

With reference to EU Regulation 2017/745, please note that public or private operators who, when exercising their activity, detect an incident involving a medical product
are required to notify the Ministry of Health, within the terms and in the manner established by one or more ministerial decrees, and notify the Manufacturer. Public or
private health care professionals are required to notify the Manufacturer of any other incident that may allow the adoption of measures to ensure the protection and health
of patients and users.

General warnings for medical devices
The user must carefully read the following in addition to the general warnings.

* Itis not foreseen that application of the device lasts longer than the time required for first aid operations and subsequent transport to the nearest rescue point.



Do not use if the device or parts of it are punctured, torn, frayed, or excessively worn.
A Do not alter or modify the device arbitrarily, as doing so could result in unpredictable operation and damage to the patient or rescuers and shall void the manu-

facturer’s warranty and release the manufacturer from all liability

* Qualified personnel and at least two operators must be present during use of the device.

* Follow the internal procedures and protocols approved by your organisation.

* Disinfection operations must be carried out in accordance with the validated cycle parameters, as stated in the specific technical standards.

* Do not use drying machines to dry the device.

* In case of exposed and/or injured skin, cover the surfaces in contact with the patient with a surgical sheet that respects bio-compatibility regulations to protect the patient’s

health.

6. SPECIFIC WARNINGS
To use the full body restraint belts, you must also have read, understood and carefully follow all the instructions in the user manual.

* Always comply with the positioning specifications defined by the device with which the belts are used. In addition, the operator should assess whether the overall size of
the patient reduces the functionality of the product.

* Always apply the number of belts provided by the transport equipment in use.

* Establish a maintenance program and periodic checks, identifying a designated reference person. The person entrusted with routine maintenance of the device must ensure
the basic requirements envisaged by the manufacturer within these operating instructions.

* All maintenance activities must be recorded and documented with the relevant technical operation reports. This documentation must be kept for at least 10 years after the
end of the device’s life and must be made available to the competent authorities and/or the manufacturer when requested.

Perform rescue simulations with the belts applied to the product with which it is intended to be used and a patient simulating load and accessories before
putting the device into service.
A Before each use, always check the conditions of the device and its components, as specified in the user manual. In case of faults or damage that may compromise

the functionality and safety of the device, and therefore the patient and the operator, remove the device from service.
Follow approved Emergency Medical Service procedures for patient positioning and transportation.

* Avoid contact with sharp objects.

* Follow approved Emergency Medical Service procedures for patient immobilization and transportation.

* To preserve the life of the device, protect it as much as possible from UV rays and adverse weather conditions.

* Make sure that the buckles are properly anchored to the strap and that they are intact and functional.

7. RESIDUAL RISK
No residual risks, or rather risks that could arise despite compliance with all warnings in this user manual, have been identified.

8. TECHNICAL DATA AND COMPONENTS
Note: Spencer Italia S.r.l. reserves the right to make changes to specifications without notice.

DESCRIPTION

Y £ @ 1  Spring catches for Pins (if present)

—
E *® 2 Transversal belts with strap

C i 3 Longitudinal belt
2 4 V-belts
-

ROCK STRAPS T-STRAPS REFLEX STRAPS PIN STRAPS ECS STRAPS RSP STRAPS
No. Belts 10 10 10 10 12 10
. Strap+metal spring
Fastening type Strap Strap Strap catches Strap Strap
Material Polypropylene/Nylon Polypropylene/Nylon Polypropylene/Nylon POlypﬁz{;T;\ﬁg’:vlon/ Polypropylene/Nylon Polypropylene/Nylon
Weight 600g 800g 600g 1500g 800g 350g

9. COMMISSIONING

For first use, check that:

Packaging is intact and has protected the device during transportation
Check that all parts included in the packing list are present

General functionality of the device

Product cleanliness

Absence of cuts, holes, tears or abrasions on the entire structure

Conditions of wear of the device.

Check that the belts slide correctly,

Check that the spring catches are working correctly, if present on the model.
Check the correct adhesion of the strap inserts.

See paragraph 11 for how to carry out the above-mentioned checks.
Do not modify the device or its parts for any reason as this could cause damage to the patient and/or rescuers.

Failure to take the above measures will preclude safe use of the device, resulting in risk of damage to the patient, operators and the device itself.
For subsequent use, perform the operations specified in paragraph 12.
If the above conditions are met, the device may be considered ready for use; otherwise, you must immediately remove the device from service and contact the Manufacturer.

10. OPERATING CHARACTERISTICS
See paragraph 11 - Proper use for operating characteristics.
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11. PROPER USE

Primary medical evaluations must be carried out before intervening on the patient. Before using any type of belt described in this manual, carefully read the operating
instructions of the device with which it is intended to be used.

11.1 APPLYING THE BELTS

Follow approved Emergency Medical Service reference procedures for patient immobilization, positioning and transport.

The following procedures are based on general usage information.

. The patient is placed on a spine board with a cervical collar.

While maintaining adequate immobilization, place the belt on the patient, arranging the V-belts about 2/3 cm below the cervical collar.
Position the other transversal belts as follows:

The thorax strap at chest height just below the shoulders

The pelvic strap at the height of the iliac crests

The first leg strap on the femur, close to the knee

The second leg strap on the tibiae, close to the ankles (if the patient is short, roll up the straps)

cewp R

Always be extremely careful with any areas that may have suffered trauma and/or fractures.

4. Apply head restraints and/or ankle restraints if necessary.
5. Starting from the shoulders towards the feet, insert the straps into the corresponding holes on both sides of the spine at the same
time, if necessary using the spring catches, which must be hooked onto the pins of the spine board.
6. Fasten the straps by applying equal traction on both sides, from the shoulders towards the feet, paying attention to any respiratory
and abdominal problems;
7. Make sure that the patient is adequately immobilized, then continue the manoeuvres according to the guidelines of the relevant
Emergency medical service.
S
The RSP paediatric belt, intended for use with the Baby Go spine board, is equipped with a tape measure with coloured areas which allow quicker identification of which
side is most likely to be appropriate for the patient in relation to their height. The rescuer is however solely responsible for the choice of device and its correct application.

12. CLEANING AND MAINTENANCE

Spencer Italia S.r.l. declines all responsibility for any direct or indirect damage which is the consequence of improper use of the product and spare parts and/or in any
case of any repair carried out by a person other than the Manufacturer, who uses internal and external technicians authorised to do so; moreover, doing so will invalidate
the warranty.

* The operator must wear suitable personal protective equipment, such as gloves, goggles, etc. during all checking, maintenance and cleaning operations.

Establish a maintenance schedule, periodic inspections and extend the average life span, if foreseen by the Manufacturer in the User Manual, identifying a reference person
who meets the basic requirements set forth in the User Manual.

The frequency of inspections is determined by factors such as legal requi type of use, freq y of use, and i iti during use and storage.
Repairs of products manufactured by Spencer Italia S.r.l. must be carried out by the Manufacturer, who shall make use of specialised internal or external technicians
who, using original spare parts, shall provide quality repair service in strict compliance with the technical specifications indicated by the Manufacturer. Spencer Italia S.r.l.
declines any responsibility for any direct or indirect damage which is a consequence of improper use of spare parts and/or any repair work carried out by unauthorised
parties.

Reconditioning, a process performed on the device to restore the technical and functional safety of the device used, for example re-registration, must be performed by the
Manufacturer.

All maintenance and overhaul activities must be recorded and documented with the relevant technical ion reports. This d ion must be kept for at least 10
years after the end of the product’s life and must be made available to the competent authorities and/or the Manufacturer when requested.

Cleaning, provided for reusable products, must be carried out in accordance with the Manufacturer’s instructions in the User Manual in order to avoid the risk of cross-in-
fection due to the presence of body fluids and/or residues.

12.1 CLEANING

Failure to carry out the correct cleaning operations could increase the risk of cross-infection due to presence of body fluids and/or residues.
The operator must wear suitable personal protective equipment, such as gloves, goggles, etc. during all checking and cleaning operations.

Any metal parts exposed to external agents undergo surface treatments and/or coating in order to obtain better resistance. Clean the exposed parts with water and delicate
soap. Never use solvents or stain removers.

Rinse thoroughly with lukewarm water, making sure you have removed all traces of soap, which may deteriorate or compromise conditions and durability. Avoid using high
pressure water. Let dry completely before storing. Drying after washing or after use in a wet environment must be natural and not forced. Do not use flames or other direct
heat sources.

If disinfecting, use products that do not have a solvent or corrosive action on materials constituting the device, in addition to being classified as medical-surgical devices. Be
sure to take all precautions to ensure that there is no risk of cross-infection or contamination of patients and operators.

In the case of disposable products, no cleaning is required except that the product be properly stored and packaged according to the manufacturer’s specifications.

12.2 ROUTINE MAINTENANCE

You must establish a program for periodic checks, identifying a designated reference person. The person entrusted with device maintenance must ensure the basic
requirements envisaged within this user manual.

All maintenance activities must be recorded and documented with the relevant technical intervention reports. This documentation must be kept for at least 10 years after
the end of the device’s life and must be made available to the competent authorities and/or the Manufacturer when requested.

The operator must wear suitable personal protective equipment, such as gloves, goggles, etc. during all checking, maintenance and cleaning operations.

The device does not require a routine maintenance program, but checks must be made to verify:

* General functionality of the device

* Cleanliness of the device (remember that the failure of cleaning may cause the risk of cross infections)
* Fulfilment of the requirements of the user manual in section 5 Warnings and 6 Specific Warnings.

* Fulfilment of the requirements of the manual in section 11 Proper use

Use only original or Spencer Italia S.r.|. approved components/replacement parts and/or accessories to carry out any operation without causing alterations or modifications
to the device. Otherwise, we decline all responsibility regarding incorrect operation or any damage caused by the device to the patient or the operator, invalidating the
warranty and invalidating compliance with EU Regulation 2017/745.

12.3 PERIODIC OVERHAUL

No periodic overhaul is foreseen for the device.

12.4 SPECIAL MAINTENANCE

Special maintenance can only be carried out by the Manufacturer, who uses internal and external technicians specialised and authorised by the Manufacturer itself.

Only maintenance activities carried out by specialised technicians authorised by the Manufacturer are considered valid by Spencer Italia S.r.I.



12.5 LIFE SPAN

The device, if used as described in the following instructions, has a life span of 5 years from the date of purchase.

Spencer Italia S.r.|. will accept no responsibility for incorrect operation or damage caused by the use of devices that have exceeded the maximum allowable life span.

13. TROUBLESHOOTING TABLE

PROBLEM CAUSE REMEDY

Itis not possible to attach the spring catch  The spring catch is damaged or dirt is Check that nothing is interfering with the opening. If everything is clean and the
to the pin on the spine board. obstructing the opening. problem has not been solved, immediately remove the device from service and
contact the manufacturer.

The belt does not close. Strap areas dirty or detached. Clean the strap areas and check for proper adhesion.
If the problem persists, remove the device from service and contact the manu-
facturer.

If a problem or fault is detected that does not correspond to the above, please contact Spencer Italia srl customer care service.

14. ACCESSORIES

There are no accessories for these devices.

15. SPARE PARTS

There are no spare parts available for these devices.

16. DISPOSAL

When devices and their accessories are no longer suitable for use, they can be disposed of as normal municipal solid waste if they have not been contaminated by special
agents. Otherwise, follow the regulations in force regarding disposal.

Warning
The information contained in this document is subject to change without notice and is to be intended as a commitment by Spencer Italia S.r.l. subject to change.
The images are included as examples and may vary slightly from the actual device.

© Copyright Spencer Italia S.r.l.
All rights reserved. No part of the document may be photocopied, reproduced or translated into another language without prior written consent from Spencer Italia S.r..
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1. MODELY
Déle uvedené zakladni modely mohou byt doplfiovany & ménény bez pfedchoziho upozornéni.

* T-Straps * Pin Straps * Reflex Straps * ECS Straps * Rock Straps * RSP Straps

2. URCENY UCEL

2.1 URCENY UCEL A KLINICKY PRINOS

Celotélové fixaéni popruhy slouzi pro imobilizaci pacienta na patefnich deskach Spencer.
2.2 CiLOVE SKUPINY PACIENT(

Neexistuji Zadné specifické pokyny tykajici se skupin pacientt.
Charakteristiky vyrobk Ziuji pouZiti u jaky! iv jedinc, se zohlednénim rozmér prostfedku. V pFipadé transportu pediatrickych pacientd musi zdchrandf posoudit, zda
jsou popruhy vhodné pro imobilizaci daného pacienta nebo zda je nutné pouZit jiny fixaéni systém.

2.3 KRITERIA VYBERU PACIENT(

Kritéria vybéru pacientd jsou stejnd jako kritéria pouzita pro transportni prostiedek, se kterym jsou popruhy pouzivany.

2.4 KONTRAINDIKACE A NEZADOUCI VEDLEJSi UCINKY

Pokud je prostfedek pouzivan v souladu s ndvodem k pouziti, nejsou znamé zadné zvlastni kontraindikace ¢ nezddouci vedlejsi ucinky.
2.5 UZIVATELE A OSOBY ODPOVEDNE ZA INSTALACI

Pfedpokladanymi uzivateli tohoto prostiedku jsou zéchranafi, ktefi maji zkusenosti s polohovanim, imobilizaci a transportem pacientd.
Tento prostiedek neni uréen pro laické uzivatele.

Celotélové fixaéni popruhy jsou uréeny vyhradné pro profesiondlni poutiti. Pfi pouZiti vyrobku nesmi napomahat nevyskolené osoby, které by mohly zptsobit ohrozeni své
vlastni bezpe&nosti ¢i bezpeénosti jinych osob.

Navzdory veskerému usili, laboratornim zkouskam, funkénim provérkdm a navodu k poutziti, nelze viechna pravidla vidy pfenést do praxe, proto se ocekavané vysledky
mohou lisit od vysledki dosazenych v podminkach skute¢ného poufziti vyrobku, pfi¢emz tyto rozdily mohou byt i znaéné.

Nejlepsim pravidlem je opakované pouZiti vyrobku pod dozorem odborného a zkuseného personalu.

Personal poutzivajici tento prostfedek musi mit odpovidajici télesnou zdatnost a svalovou koordinaci. Schopnost persondlu musi byt posouzena pred stanovenim roli v ramci
poutziti prostfedku.
Personal musi byt schopny poskytnout pacientovi nezbytnou péci.

2.5.1 ODBORNA PRIPRAVA UZIVATELU
Nezavisle na Grovni zkusenosti s pouzitim podobnych prostiedkd je nutné, aby si uzivatel pfed instalaci, pouZitim a jakoukoliv idrzbou tohoto prostiedku peélivé piecetl tento
navod a aby jeho obsahu dokonale porozumél. V pfipadé pochyb se obratte na spoleénost Spencer Italia S.r.l., kterd vam poskytne jakékoliv informace.

Vyrobek musi byt pouzivan vyhradné personalem vyskolenym pro pouziti tohoto vyrobku, nikoliv pro pouziti jinych, podobnych vyrobka.

0Odbornd pfiprava uzivatelG vyrobku musi byt prokazéna osvédéenim o odborné pfipravé, ve kterém musi byt uvedena jména vyskolenych osob, $koliteld, datum a misto
Skoleni. Tento dokument musi byt uchovavan nejméné po dobu 10 let od ukonéeni Zivotniho cyklu vyrobku a na Zadost musi byt predlozen pfislusnym organiim a/nebo
vyrobci. V opaéném pFipadé mohou byt pfislusnymi organy udéleny odpovidajici sankce.

PFi pouZiti vyrobku nesmi napoméhat nevyskolené osoby, které by mohly zpUsobit ohrozeni své vlastni bezpeénosti ¢i bezpe¢nost

Pozndmka: Spolecnost Spencer Italia S.r.l. je kdykoli k dispozici pro pofdddni kurzd pro skoleni persondlu.

2.5.2 ODBORNA PRIiPRAVA OSOBY ODPOVEDNE ZA INSTALACI
Neni predpokladana instalace.

3. POUZITE NORMY
Distributor nebo kone&ny uZivatel vyrobkd vyrabénych a/nebo uvadénych na trh spoleénosti Spencer Italia S.r.l. musi znat zadkonna ustanoveni platnd ve staté, do kterého je
zboZi dovézeno, tykajici se prostiedku, ktery je pfedmétem dodavky (véetné pravnich piedpisti tykajicich se technickych charakteristik a/nebo bezpe&nostnich pozadavki).
To znamen4, Ze musi znat i nezbytna opatfeni, ktera je nutné uplatnit pro zaruéeni shody téchto vyrobkd s mistnimi pravnimi pfedpisy.

NORMA NAZEV DOKUMENTU
Nafizeni EU 2017/745 Nafizeni EU o zdravotnickych prostiedcich
4. 0OvoD

4.1 POUZITi NAVODU

Utelem tohoto navodu je poskytnout zdravotnickému persondlu veskeré informace nezbytné pro bezpeéné a vhodné poutiti prostfedku a pro jeho spravnou tdribu.
Pozndmka: névod tvofi nedilnou soucdst prostiedku, proto musi byt uchovévdn po jeho cely Zivotni cyklus a musi jej doprovdzet pfi pfipadné zméné mista urceni ¢i majitele.
Pokud se prilozeny ndvod k poutZiti vztahuje na jiny, nez dodany vyrobek, vyrobek nesmi byt pouzivdn a musi byt okamZité informovdn vyrobce.

Névody vyrobk Spencer si mizete stdhnout na webovych strankach http://support.spencer.it nebo se obratte na vyrobce. Vyjimku tvofi vyrobky, jejichz charakteristiky a
rozumné a predvidatelné pouZiti jsou takové, ze neni nutné vypracovat navod k pouZiti, kromé nasledujicich varovani a udaji uvedenych na Stitku.

na trovni
tento ndvod.

i s pouzitim ych prostiedki je nutné, aby si uzivatel pfed instalaci, pouzitim a jakoukoliv idrzbou tohoto prostfedku petlivé precetl

4.2 OZNACOVANI A KONTROLA VYSLEDOVATELNOSTI PROSTREDKU

Kazdy prostiedek je vybaven $titkem, umisténym pfimo na prostfedku a/nebo na obalu, na kterém jsou uvedeny identifikaéni Udaje vyrobce, vyrobku, oznaéeni CE, vyrobni &islo
(SN) nebo cislo sarze (LOT). Tento Stitek nesmi byt v Zzddném pripadé odstrafiovan &i zakryvan.

V ptipadé poskozeni nebo odstranéni pozadejte vyrobce o duplikat. V opaéném pripadé nebude uznana zaruka, jelikoz prostiedek nebude mozné vysledovat.

V pfipadé, kdy neni mozné zjistit &islo $arze/vyrobni &islo, je nutné provést obnovu prostfi ktera musi byt pi y

V souladu s Nafizenim EU 2017/745 je nutné, aby vyrobci a distributofi zdravotnickych zafizeni méli k dispozici Udaje o umisténi jednotlivych prostfedki. Pokud se prostfedek
nachazi na jiné adrese, nez na kterou byl dorucen nebo pokud byl prostiedek prodan, darovan, ztracen, odcizen, exportovan, znicen, vyrazen definitivné z provozu nebo
nebyl dodan pfimo spole¢nosti Spencer Italia S.r.l., je nutné zaregistrovat prostfedek na adrese http://service.spencer.it nebo informovat zakaznické oddéleni (viz odst. 4.4).




4.3 SYMBOLY

Symbol Vyznam Symbol Vyznam

C E Prostfedek spliiujici pozadavky Nafizeni EU 2017/745 Pfectéte si ndvod k pouziti

Vyrobce K6d vyrobku

Nebezpeti — Oznaluje nebezpeénou situaci, kterda mize mit za nasledek

Datum vyrob PR 5 &ni
Vropy vazné i smrtelné zranéni

Zdravotnicky prostfedek @ Vyrobni ¢islo

&% K|

. : . rnéni: Federdlni zakon omezuje prodej toh Fizeni n,
Unique Device Identifier &enly Upozornéni: Federalni zakon omezuje prodej tohoto zafizeni pouze na

prodej licencovanym lékafem nebo na jeho pfikaz (pouze pro trh v USA)

Identifikator vyroby
Alfanumericky kod, ktery identifikuje jednotku vyroby prostfedku, je

slozen nasledovné:

(01)0805771123 oznaceni podniku
000 poradové ¢islo GS1
5 o

kontrolni ¢islo
(11)200626 datum vyroby (RRMMDD)
(01)08057711230006 (11) 200626 (10) 1234567890 (21) 1234567890  vyrobni cislo

4.4 ZARUKA A SERVIS

Spole¢nost Spencer Italia S.r.l. poskytuje zaruku na vady svych vyrobki v trvani jednoho roku od data zakoupeni vyrobku.

Pro informace tykajici se spravné interpretace pokynt, pouziti, tdrzby, instalace ¢i vraceni vyrobku se obratte na zakaznické oddéleni spole¢nosti Spencer - tel. +39 0521 541154,
fax +39 0521 541222, e-mail service@spencer.|
Pro usnadnéni poskytovaného servisu vzdy uvadéjte ¢islo sarze (LOT) nebo vyrobni ¢islo (SN) uvedené na Stitku umisténém na obalu nebo pfimo na vyrobku.

Zaruéni a servisni podminky jsou dostupné na webovych strankach http://support.spencer.it.

Pozndmka: Pro registraci pouZijte ndsledujici udaje: ¢islo SarZe (LOT) nebo vyrobni ¢islo (SN), misto a datum zakoupeni, datum prvniho pouZiti, datum provérek, jméno uZivateli
a komentdre.

5. VAROVANI/NEBEZPECI

A V této ¢asti jsou uvedena varovani, nebezpeci, poznamky a dal3i dilezité informace tykajici se bezpecnosti, které jsou zvyraznény v celém navodu.
Minimalné kazdych 6 mésicl je nutné provéfit dostupnost aktualizovanych navodi k pouZiti a informaci o ptipadnych zménach, tykajicich se vaseho vyrobku. Tyto informace
jsou vidy dostupné na webovych strankdch www.spencer.it, na strance konkrétniho vyrobku.

Funkénost vyrobku
Je zakdzdno pouzivat vyrobek pro jiné Gely, neZ které jsou popsany v ndvodu k pouZiti.

Pied kazdym pouZitim zkontrolujte neporusenost vyrobku v souladu s ndvodem k poutiti. V pipadé zjisténi vad/poskozeni, které by mohly ohrozit funkénost/
bezpeénost vyrobku, nikdy nepouzivejte vyrobek a okamzité informujte vyrobce.

A Je zakdzéno provadét nepovolené zakroky ¢i Gpravy vyrobku bez souhlasu vyrobce (dpravy, zmény, doplfiovani, opravy), jelikoz by mohlo dojit k vaznému ohrozeni

zdravi osob a k hmotnym Skodam. V opaéném pfipadé bude vyrobce zbaven odpovédnosti za funkéni poruchy a pfipadné skody zpisobené vyrobkem; kromé toho
dojde k zaniku platnosti oznaceni CE a zaruky poskytované na vyrobek

Ujistéte se, Ze byla ucinéna veskerd opatieni pro zabranéni rizikim spojenym se stykem s krvi

inymi télnimi tekutinami.

* V pfipadé funkcni poruchy vyrobku okamfZité pouzijte podobny prostfedek, pro zaruceni kontinuity probihajicich operaci. Vadné prostredky musi byt okamzité vyrazeny.
* Béhem pouziti musi byt prostiedky umistény a sefizeny tak, aby nepfekazely personalu pfi jejich &innosti ¢ poutziti pfipadnych jinych prostfedka.

* Zabrarite styku vyrobku s ostrymi ¢i abrazivnimi predméty.

* Teplota poutziti: od -5°C do + 50°C.

Skladovdni

* Vyrobek nesmi byt vystavovan i prijit do styku s tepelnymi zdroji a hoflavymi latkami a musi byt skladovan v suchém a chladném prostiedi, kde neni vystaven svétlu a
slune¢nimu zéfeni.

Vyrobek nesmi byt skladovan pod jinymi materidly, které by mohly zpUsobit jeho poskozeni.

Vyrobek musi byt uskladnén a pfepravovan v pivodnim obalu. V opaéném pfipadé nebude uznana zaruka.

Teplota skladovéni: od -10°C do +60°C.

Pozadavky prévnich predpisi
Distributor nebo kone&ny uzivatel vyrobki vyrabénych a/nebo uvadénych na trh spole¢nosti Spencer Italia S.r.l. musi znat zékonnd ustanoveni platna ve stété, do kterého je
zbozi dovazeno, tykajici se prostredku, ktery je predmétem dodavky (véetné pravnich predpisi tykajicich se icky! istik a/nebo b & ich pozadavka)
To znamend, Zze musi znat i nezbytna opatfeni, ktera je nutné uplatnit pro zaru¢eni shody téchto vyrobkd s mistnimi pravnimi pfedpisy.

* Spolecnost Spencer Italia S.r.l. musi byt bezodkladné a podrobné informovana (jiz pfi Zadosti o cenovou nabidku) o pfipadnych povinnostech vyrobce, nezbytnych pro za-
ruceni shody vyrobku se specifickymi mistnimi pravnimi predplsy (vEetné povmnostl vyplyvapcnch z rGznych nafizeni a/nebo jinych norem).

VynaloZte veskeré Usili pro zaru¢eni shody vyrobk dodavanych na trh se zékladnit ky na . Konegny uZivatel musi obdrZet vedkeré informace nezbytné
pro pravidelné provadéni provérek dodanych prostfedkd, v souladu s informacemi uvedenymi v navodu k poufziti.

Utastnéte se kontroly bezpe&nosti vyrobkd dodavanych na trh, informujte vyrobce a pislu$né organy o rizicich spojenych s vyrobkem, aby mohla byt u¢inéna nezbytna
napravna opatfeni.

Bez dotéeni vyse uvedenych ustanoveni nese distributor a koneény uzivatel veskerou odpovédnost za dodrzeni vy$e uvedenych pokyn( a zbavuje spole¢nost Spencer Italia
S.r.l. veskeré odpovédnosti za pfipadné nésledky spojené s nedodrzenim vy3e uvedenych povinnosti.
S odkazem na Nafizeni EU 2017/745 pfipominame, Ze v pfipadé nehody tykajici se zdravotnického prostredku maji vefejné ¢i soukromé subjekty povinnost informovat

Ministerstvo zdravotnictvi a vyrobce, a to ve Ihitach a zpUsoby u iv h mini vyhlaskdch. Vefejné nebo soukromé subjekty maji povinnost
informovat vyrobce o veskerych problémech, které musi byt odstranény u¢inénim vhodnych opatfeni, nezbytnych pro ochranu zdravi a bezpe¢nosti pacientl a uzivateli.

Obecnd varovani tykajici se zdravotnickych prostfedki
Kromé obecnych varovani si uzivatel musi pfecist i dale uvedena varovani.

* Zdravotnicky prostfedek je uréen pro pouziti pouze po dobu nezbytnou pro poskytnuti prvni pomoci a nasledny transport pacienta na nejblizsi pohotovost.
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Nepouzivejte prostiedek, pokud je déravy, potrhany, rozpleteny ¢ nadmérné opotiebeny.

A Neprovadéjte zadné Upravy prostfedku, jelikoz by mohlo dojit k nepfedpokladané zméné funkénosti a naslednym skoddm na zdravi pacienta ¢i zachranard. V
opacéném pfipadé nebude uznana zaruka a vyrobce bude zbaven veskeré odpovédnosti.

PFi poutZiti vyrobku musi byt zarucen dozor kvalifikovaného personalu a musi byt pfitomni nejméné dva pracovnici.

DodrZujte vnitfni postupy a protokoly, stanovené vasi organizaéni slozkou.

Dezinfikovani musi byt provadéno v souladu s ovéfenymi a schvalenymi parametry, uvedenymi ve specifickych technickych normach.

Pro suseni prostiedku nepouzivejte susicky.

V pfipadé odhaleni a/nebo zranéni pokozky pfikryjte plochu pFichazejici do styku s pacientem sterilnim prostéradlem, které spliiuje pozadavky na biologickou kompatibilitu

a zarutuje ochranu zdravi pacienta.

6. SPECIFICKA VAROVANI

Pfed pouzitim celotélovych fixaénich popruht si uzivatel musi pfeéist a porozumét obsahu tohoto navodu k pouziti a postupovat podle pokynd, které jsou v ném uvedeny.

Vidy dodrzujte pokyny pro polohovani tykajici se prostiedku, se kterym jsou popruhy pouzivany. Personal pouzivajici prostfedek musi vidy posoudit, zda rozméry pacienta
nemaji negativni vliv na funkénost vyrobku.

PouZivejte vidy pocet popruhil pfedpokladany pro pouZity transportni prostiedek.

Zpracujte vhodny plan Gdrzby a pravidelnych provérek, véetné uvedeni osoby odpovédné za tyto dkony. Subjekt povéfeny fadnou udrzbou prostfedku musi splfiovat zakladni
pozadavky stanovené vyrobcem a uvedené v tomto navodu k pouZiti.

Veskeré Ukony spojené s tdrzbou musi byt zapisovany a dokumentovany prostfednictvim zprav o technickém zékroku. Tyto dokumenty musi byt uchovavany nejméné po
dobu 10 let od ukon&eni Zivotniho cyklu prostfedku a na zadost musi byt pfedlozeny pfislusnym organiim /nebo vyrobci.

PFed prvnim pouZitim prostfedku provedte simulaci prvni pomoci s popruhy nasazenymi na prostfedek, na ktery je uloZeno bfemeno simulujici pfitomnost
pacienta.
A Pfed kazdym pouzitim vzdy zkontrolujte neporusenost prostfedku a jeho sougasti, v souladu s pokyny uvedenymi v tomto navodu k poutiti. V pfipadé z;

& poskozeni, které by mohly ohrozit funkénost &i bezpeénost prostfedku, pacienta a persondlu, nikdy nepouzivejte vyrobek.
Dodrzujte postupy schvdlené Iékai'skou pohotovostni sluzbou, co se tyce polohovani a transportu pacienta.

* Zabrarite styku vyrobku s ostrymi pfedméty.

* Dodrzujte postupy schvélené lékafskou pohotovostni sluzbou, co se tyce imobilizace a transportu pacienta.

* Pro zaruceni dlouhodobé Zivotnosti zbyte¢né nevystavujte prostiedek UV zafeni a nepfiznivym klimatickym podminkam.

* Ujistéte se, Ze jsou spony spravné uchycené k popruhu a zda jsou neporusené a funkcni.

7. ZBYTKOVE RIZIKO

Nejsou zndma Zadna zbytkova rizika, to znamen rizika, ktera by mohla vzniknout navzdory dodrzeni viech pokynii uvedenych v tomto navodu k pouZiti.

8. TECHNICKE UDAJE A SOUCASTI

Pozndmka: Spolecnost Spencer Italia S.r.l. si vyhrazuje prdvo na zmény charakteristik bez pfedchoziho upozornéni. .

POPIS
N\ 1  Karabiny na oka (jsou-li osazené)
! \/ \—@
—
E *® 2 Pfi¢né popruhy se suchym zipem
O
C i 3 Podélny popruh
2 4 Popruhy ve tvaru “V”
-
ROCK STRAPS T-STRAPS REFLEX STRAPS PIN STRAPS ECS STRAPS RSP STRAPS
Poget popruhll 10 10 10 10 12 10
Typ uchyceni Suchy zip Suchy zip Suchy zip Suchy zip + kovové Suchy zip Suchy zip
karabiny
Material Polypropylen/Nylon Polypropylen/Nylon Polypropylen/Nylon Polypsrlft:n'\]/zlle;o/‘z\luylon/ Polypropylen/Nylon Polypropylen/Nylon
Hmotnost 600g 800g 600g 1500g 800g 350g

9. PRVNi POUZITI
Pied prvnim pouZitim zkontrolujte:

Zda je obal neporuseny a ochranil prostfedek béhem pfepravy

Zda jsou piitomné veskeré sou¢dsti uvedené na dodacim listu.

Celkovou funkénost prostfedku

Zda je prostfedek isty

Zda struktura prostiedku nevykazuje znamky pofezani, dér, trhlin ¢i odfeni
Stav opotfebeni prostiedku.

Zda se popruhy spravné posouvaji

Spravnou funkénost karabin, pokud jsou sou¢asti daného modelu
Spravnou funkénost a pevnost suchych zipt

V odstavci 11 si prostudujte postupy pro provadéni vyse uvedenych kontrol.
V z4dném pripadé neupravujte sougsti prostfedku, jelikoz by mohlo dojit k ohroZeni bezpe&nosti pacienta a/nebo zachranafu.

NedodrZeni vy$e uvedenych pokyni mize mit za na ohrozeni b poutiti prost a vznik rizika pro pacienta, personal a samotny prostfedek.
PFi dalSich poutitich postupujte podle pokynii uvedenych v odstavci 12.

V pfipadé spInéni uvedenych poZadavku Ize prostfedek povazovat za pfipraveny k pouziti; v opaéném pfipadé je nutné okamZité vyfadit prostfedek a informovat vyrobce.



10. FUNKENi CHARAKTERISTIKY

Informace o funkénich charakteristikéch jsou uvedeny v odstavci 11 — ZpUsob poufziti.

11. zPUSOB POUZITI

Pfed manipulaci s pacientem je nutné provést posouzeni jeho zdravotniho stavu. Pfed pouzitim jakychkoliv popruhl popsanych v tomto navodu si pozorné prectéte navod
k poutziti prostredku, se kterym budou popruhy pouzivany.

11.1 NASAZEN{ POPRUHU

Dodrzujte pfislusné postupy schvalené |ékaiskou pohotovostni sluzbou, co se tyce imobilizace, polohovani a transportu pacienta.

Dale uvedené postupy jsou sepsany na zakladé zakladnich pokyni k pouZiti.

Pacient se nachdzi na patefni desce a ma nasazeny kréni limec

Pfi zaru€eni vhodné imobilizace poloZte popruh na pacienta tak, aby byly popruhy ve tvaru “V” umistény pfiblizné 2/3 cm pod krénim limcem.
PFi¢né popruhy umistéte nasledujicim zptisobem:

hrudni popruh na drovni hrudniku, tésné pod rameny

panevni popruh na trovni panevnich kosti

prvni popruh na dolni konéetiny na stehnech, v blizkosti kolen

druhy popruh na dolni konéetiny na holenich, v blizkosti kotnikd (u pacientd men3iho vzriistu popruhy srolujte)

crwNE

Vénujte zvysenou pozornost pfipadnym mistim, u nichZ doslo k pohmoZdéni a/nebo frakture.

4. V pfipadé potfeby nasadte pfipadné prostfedky na fixaci hlavy a/nebo kotnikii.

5. Pocinaje rameny a konce kotniky zasurite popruhy do protilehlych otvor( na obou stranach patefni desky a pouZijte pfipadné kara-

biny, které musi byt uchyceny na oka na patefni desce.

6. Utahnéte popruhy rovhomérné na obou stranach, pocinaje rameny a konée kotniky, pficemz davejte pozor na pfipadné dychaci ¢i

bFisni problémy;

7. Ujistéte se, Ze je pacient vhodné znehybnén a poté postupujte podle pFislusnych postupl stanovenych a schvalenych lékafskou
S~ pohotovostni sluzbou.

Pediatricky popruh RSP, uréeny pro pouZiti s patefni deskou Baby Go, je vybaven metrem s riizné zbarvenymi &astmi, které umozriuji snazsi identifikaci strany, kterd bude prav-
dépodobné nejvhodnéjsi pro danou vysku pacienta. Zachranaf v kazdém pfipadé nese vyluénou odpovédnost za vybér prostfedku a za jeho spravné pouZiti.

12. CISTENi A UDRZBA

Spencer Italia S.r.l. odmita ve3kerou odpovédnost za jakékoliv pfimé ¢i nepfimé 3kody zpisobené nevhodnym pouzitim vyrobku a nahradnich dili a/nebo jakymkoliv
zékrokem tykajicim se opravy provedené jinymi subjekty nez je vyrobce, ktery ma k dispozici interni a externi odborny personal, povéfeny provadénim téchto tkond; kromé
toho nebude uznéna zaruka poskytovana na vyrobek.

* Beéhem kontrol, idrzby ¢i dezinfikovani prostfedku je nutné pouzivat vhodné osobni ochranné prostiedky, jako napfiklad rukavice, bryle apod.

* Je nutné zpracovat plan Udrzby, pravidelnych kontrol a prodlouzeni priimérného Zivotniho cyklu vyrobku, pokud je to pfedpokladano vyrobcem v navodu k pouziti. Kromé
toho je nutné urcit odpovédnou osobu, splfiujici pozadavky uvedené v navodu k pouziti.

* Intervaly kontrol zéleZi na riiznych okolnostech, mezi které patfi ustanoveni zakona, typ pouZiti, éetnost poutiti, i pouiiti a

* Oprava vyrobkd dodavanych spole¢nosti Spencer Italia S.r.|l. musi byt vidy provadéna vyrobcem, ktery ma k dispozici interni a externi odborny personal pouzivajici origindlni
nahradni dily a schopny poskytnout kvalitni servis, vsouladu s technickymi specifikacemi stanovenymi vyrobcem. Spencer Italia S.r.l. odmitd veskerou odpovédnost za pfimé
i nepfimé 3kody, zplisobené nevhodnym poutzitim nahradnich dilt a/nebo jakoukoli opravou provedenou neopravnénym personalem.

* Obnova, neboli postup provadény na pouzitém prostiedku pro obnoveni technické a funkéni bezpecnosti pouzitého prostiedku, véetné opétné registrace, musi byt provadén
vyrobcem.

* Veskeré ukony spojené s tdrzbou a provérkami musi byt zapisovany a dokumentovény prostiednictvim zprav o technickém zakroku. Tyto dokumenty musi byt uchovavany
nejméné po dobu 10 let od ukonéeni zivotniho cyklu vyrobku a na zadost musi byt pfedlozeny pfislusnym organim /nebo vyrobci.

+ Cisténi, pfedepsané pro opakované pouzivané vyrobky, musi byt provadéno v souladu s pokyny vyrobce, uvedenymi v navodu k poufZiti, pro zabranéni riziku kfizovych infekci
zpUsobenych pFitomnosti télnich tekutin a/nebo rezidui.

12.1 CISTEND

Nedodrzeni pokyn( pro spravné &isténi maze mit za nasledek riziko kfizovych infekei zptisobenych pfitomnosti télnich tekutin a/nebo rezidui.
Béhem kontrol &i dezinfikovéni prostredku je nutné pouzivat vhodné osobni ochranné prostiedky, jako napfiklad rukavice, bryle apod.

Pfipadné kovové &asti vystavené vnéjsim vlivim byly podrobeny povrchové pravé a/nebo lakovani, pro zaruéeni vy3si odolnosti. Vnéjsi &asti musi byt &istény vlaznou vodou a
alnim Eisticim pFi| nikdy Zivej tédla i fiovaée skvrn.

Prostfedek peclivé oplachnéte vlaznou vodou a zkontrolujte, zda byly odstranény veskeré zbytky Cisticiho pfipravku, které by prostfedek mohly poskodit ¢i ohrozit jeho
neporusenost a zivotnost. NepouZivejte vysokotlaky proud vody. Pfed ulozenim vyrobek dokonale osuste. Po ¢isténi nebo pouziti ve vihkém prostfedi musi byt vyrobek osusen
na vzduchu, nikoliv nucené; nepouzivejte oheri ¢i jiné pfimé tepelné zdroje.

Pro pfipadné dezinfikovéani pouZivejte vyrobky, které jsou klasifikovany jako lékafské a chirurgické prostiedky a které neobsahuji rozpoustédla a nemaji korozivni cinek na
materialy, ze kterych je prostfedek vyroben. Ujistéte se, Ze byla u¢inéna veskerd opatreni pro zabranéni riziku kfizovych infekci nebo kontaminaci mezi pacientem a personalem.
Vyrobky na jednorazové pouziti nevyzaduji zadné ¢isténi za predpokladu, Ze byly spravné uskladnény a zabaleny v souladu s pokyny vyrobce.

12.2 RADNA UDRZBA

Musi byt stanoven plan pravidelnych kontrol, véetné zvoleni odpovédné osoby. Subjekt povéfeny Gdrzbou prostfedku musi splfiovat zakladni pozadavky, uvedené v tomto
navodu k pouZiti.

Veskeré tkony spojené s idrzbou a provérkami musi byt zapisovany a dokumentovany prostfednictvim zprdv o technickém zakroku. Tento dokument musi byt uchovavan
nejméné po dobu 10 let od ukonéeni Zivotniho cyklu prostfedku a na zadost musi byt predlozen pfislusnym organtim a/nebo vyrobci.

Béhem kontrol, udrzby ¢&i dezinfikovani prostiedku je nutné pouzivat vhodné osobni ochranné prostfedky, jako napfiklad rukavice, bryle apod.

Prostfedek nevyzaduje plan fadné udrzby, ale je nutné provadét predepsané kontroly a provéfovat:

* Celkovou funkénost prostiedku

* Zda je prostiedek Cisty (pfipomindme, Ze nedbalé ¢isténi maze mit za nasledek riziko kfizovych infekei)
* Splnéni poZadavkid uvedenych v ndvodu k pouZiti v &asti 5 Varovani a 6 Specifickd varovani

* Splnéni pozadavkd uvedenych v navodu k pouZiti v asti 11 ZpUsob pouZiti

Pouzivejte pouze originalni sou¢asti/nahradni dily a/nebo originalni pfi: i nebo pi: i schvdlené i Spencer Italia S.r.l., aby nedoslo k naruseni
nebo zménam prostiedku; v opaéném pfipadé vyrobce neponese odpovédnost za nespravnou funkénost ¢i pripadné 3kody zplsobené prostiedkem na zdravi pacienta ¢i
uZivatele; kromé toho dojde k zéniku zéruky a shody prostiedku s pozadavky Nafizeni EU 2017/745.

12.3 PRAVIDELNA PROVERKA
Pro tento prostfedek neni pfedpokladéna pravidelna provérka.
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12.4 MIMORADNA UDRZBA

Mimotadna udrzba musi byt provadéna vyhradné vyrobcem, ktery ma k dispozici interni a externi odborny personal, povéfeny provadénim téchto tikond.
Spolecnost Spencer Italia S.r.l. uzna za platnou pouze tdrzbu provadénou odbornym personalem, povérenym vyrobcem.
12.5 ZIVOTNOST

Pokud je prostfedek pouzivan v souladu s uvedenymi pokyny, pfedpokladand Zivotnost je 5 let od data zakoupeni.

Spole¢nost Spencer Italia S.r.l. odmité veskerou odpovédnost za nespravnou funkénost ¢i Skody zplisobené pouzitim prostredkd po uplynuti jejich maximalni Zivotnosti.

13. TABULKA PORUCH

PROBLEM PRICINA RESENI

Karabinu nelze uchytit na oko umisténé na  Karabina je poskozena nebo Zkontrolujte, zda nic nebrani spravnému otevieni. Pokud je &ista a problém nebyl
patefni desce znedisténd cizimi télesy vyfesen, okamZité vyfadte pfipravek a informujte vyrobce

Popruh nelze zapnout Znecisténé nebo odlepené suché zipy  Ocistéte suché zipy a zkontrolujte spravnou pfilnavost.

Pokud problém pfetrvava, vyfadte prostiedek a informujte vyrobce

V piipadé jinych, nez vy3e uvedenych problém & poruch se obratte zakaznické oddéleni spolegnosti Spencer Italia srl.

14. PRISLUSENSTVI

Pro tento prostfedek neni dostupné zadné pfislusenstvi.

15. NAHRADNI DiLY
Pro tento prostfedek nejsou dostupné zadné nahradni dily.

16. LIKVIDACE

Po vyfazeni prostiedku a jeho pFislusenstvi, pokud nedoslo ke kontaminaci zvlastnimi latkami, je mozné provést likvidaci spole¢né s béznym komunalnim odpadem. V opa¢ném
pfipadé postupuijte podle platnych pravnich predpist pro likvidaci.

Upozornéni

Informace uvedené v tomto dokumentu mohou byt ménény bez pfedchoziho upozornéni a jsou povazovany za zavazek spolecnosti Spencer Italia S.r.l. s vyhradou pfipadnych
zmén. Obrazky v navodu jsou pouze indikativni a mohou se lisit od zakoupeného prostiedku.

© Copyright Spencer Italia S.r.l.
Vsechna prava vyhrazena. Je zakdzano celkové &i ¢asteéné kopirovani a sifeni tohoto dokumentu &i jeho prekladani do jinych jazyk bez pfedchoziho pisemného souhlasu
spole¢nosti Spencer Italia S.r.l.



