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Purpose of the instructions hLlot
This Manual is relative to a dorso-lumbar brace, in compliance with Regulation
2017/745 concerning class 1 medical devices and intends to provide a guide
for application, regulation (by orthopaedic specialist) and for safe and correct
use (by patient) throughout all his life. Therefore the Declaration of Conformity
has been issued by Tecnoway under its own responsibility in accordance with
Annex IV of this Regulation.

Identification of the manufacturer and the product

Tecnoway produces medical devices, in particular orthopaedic braces. The
firm is constantly searching for new materials innovative technologies and
ergonomic solutions. llts system of quality management is certificated in
accordance with ISO 9001 and ISO 13485 regulation.The product in this
manual is a dorso-lumbar brace suitable for dorsal-lumbar fractures,
spondylitis and spondylodiscitis, hyperkyphosis and dorsal Kyphosis.

General description and mode of action

The brace in this manual is mainly mades of an aluminium frame and
supported by non-toxic material. This makes the device light, comfortable and
safe. It reduces the deterioration of the sagittal trim of the spine and it relieves
the pain, contributing to postural re-education without hampering the thoracic
and abdominal breathing.

Caution for use

The device should be used exclusively for orthopaedic treatment of the trunk.
The Orthopaedic specialist should decide on the time of daily duration. The
pressure made by the device should not cause lesions or compress nervs,
blood vessels. Always wear over garment. Some components of device are
inflammable , don’t use it near flames. Not use near strong electro-magnetic
field. Be careful to open body-belt slowly to avoid a sudden collapse of the
trunk.

Features

Combination structure: rigid back frame in aluminium alloy and front corset in
elastic fabric. Non-toxic foam rubber padding with imitation-leather lining.
Velcro fastening on the front of the corset. Shoulder straps with armpit padding
and adjustable buckles. The body-belt is applied to the brace through zip so
that it’s easier to remove it in order to wash or replace it.

Indications

Fractures and the outcome of dorsal-lumbar fractures, osteomalacia fractures
and osteoporosis. Spondylitis and spondylodiscitis, hyperkyphosis and dorsal
kyphosis.

Application

1. The device must be applied in the back part of the trunk, the patient can lying
or standing while doing this.

2. Place the band “A”on the sacral area of the patient (fig 1)

3. Adapt the brace to the morphology of the patient (manually or with help of
tools) on the sacral band “A”, the dorsal band “B”, side frame “C” and spinal
bars “E’(fig 1).

4. Tighten the body-belt “G” and fasten it with its Velcro (fig 3)

5. Pass belts “F” around the back under the armpits and thread buckle through
loops, tighten belts.

6.The correct regulation verifies when:

- the patient feels a well sustained lumbar pressure,

- the straps are tightened so that the patient has adequately shoulders pushed
back without feeling too much pressure on the armpits,

- the spinal column is at the center of the two spinal bars, the sacral band at the
coccyx level and the two spinal bars are at the shoulder blade level;

- the shoulder pads are placed at the point of pressure exerted by belts,

- the spinal bars, the sacral band, the dorsal band and side frames are fitting
tightly to the body of the patient.
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Warning

The device in question must be prescribed by an orthopaedic
specialist and applied by an orthotist who is the competent figure of reference
for the application and for the information to safe use. Any modification or
regulation different to those placed on device at the moment of application
should be prescribed by an orthopaedic specialist both for application and safe
use. The application must be done with maximum care, to assure
effectiveness, tolerability and correct use. Don’t change the regulation done by
the orthopaedic specialist. Any structural changes or other must be decided by
the orthopaedic specialist and performed by the orthotist. For hygienic and
functional reason we recommend the use for single patient because it could
cause risks for hygienic or functional aspect. In particular sensible person,
direct contact of skin to device may cause redness and/or irritations, if those
problems may occure pls. contact directly your doctor. If the device is no more
under normal use it should be replaced and disposed off. /’. )
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Incident reporting notice
Any serious incident that occurs in connection with this medical device must be
reported to the manufacturer and the competent authority.

Maintanance

Before use always check the condition of the components. If worn out contact
your orthopaedic specialist to substitute. Hand wash the device with warm
water and mild soap. Rinse accurately. Dry away from heat sources.
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Storage instructions

When not using the device, even for short periods, store it in its original
packaging to maintain a good level of cleanliness. Keep it in a cool, dry place

and protect from direct sunlight. L Qo
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Disposal

Make sure that the device is disposed off in a correct manner.
Do not disperse in the environment.

Guarantee
The guarantee is valid only if the product is used under the conditions indicated
and under the intended purpose.
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BEDERNi KORZET

DORSO-LUMBAR BRACE
WITH CHAIRBACK

Tento navod byl vypracovan spolecnosti
Tecnoway vyhradné pro jeji klienty. Jeho
kopirovani pfip. Uplné nebo ¢astecné
zvefejiiovani je  bez  svoleni
spole¢nosti Tecnoway zakazano.
Navod je dodavan spolu s
prislusnym predmétem a mél by

byt ulozen na snadno
pfistupném a vhodném misté.
Navod by mél zustat uschovan

po celou dobu pouzivani
predmétu.  Osoby,  které
zdravotni pomticku
pripeviuji, nastavuiji,
pouzivaji nebo provadéji jeji

udrzbu, by si mély tento

navod nejprve  peclivé

precist a mély by rozumét

zde uvedenym pokynim.
Spole¢nost Tecnoway
nemuze byt stihana nebo

¢inéna odpovédnou za
jakékoliv  8kody, zpusobené
nespravnym pouzitim
predmétu, které by odporovalo
pokyniim v tomto navodu.

This manual has been realized

by Tecnoway exclusively for its
clients. Its reproduction and/or
entirely and/or partial divulgation is

forbidden without Tecnoway
authorization. This manual comes
together with equipment device, and
should be kept in an easy access and
suitable place. It should be preserved for all the
device life cycle. Personal assigned to application,

regulation, use and maintenance should carefully read and

understand the instructions of this manual. Tecnoway cannot be
pursued or held responsible for any damage caused by wrong application
different to those in this manual.
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Uéel navodu

Tento navod na bederni korzet je v souladu se smérnici 2017/745 tykajici se
zdravotnich prostfedkt (tfida 1). Jedna se o navod pro spravnou aplikaci,
nastaveni (pro ortopedického specialistu) a pouzivani pacientem. Vzdy je
nutno dodrZzovat zde uvedené pokyny. Spole¢nost Tecnoway vystavuje
prohlaseni o shodé podle pfilohy IV na viastni odpovédnost.

Identifikace vyrobce a vyrobku

Tecnoway vyrabi zdravotnické prostfedky, zejména ortopedické korzety /
ortézy. Firma neustale vyhledava inovativni feSeni z hlediska technologie,
ergonomie i vybéru material(. Vlastni systém Fizeni kvality je certifikovan dle
norem ISO 9001 a ISO 13485. Produkt, uvedeny v téchto pokynech, je korzet
vhodny pro lumbosakralni fraktury a fraktury dolni ¢asti patefe, vertebralni
kolaps zplsobeny sekundarni metastazou, chronicka lumbargie, traumatické
fraktury patefnich obratli, bederni artritida, osteomalacie, osteopordza, vyhiez
ploténky, spondylitida, osteochondritida.

Obecny popis a pouziti

Korzet, popsany v tomto navodu, je slozen hlavné z nosné struktury slitiny
hlinikového ramu a polstrovanych vyztuh z netoxického materialu. Diky tomu
je pomucka lehkd, pohodind a bezpecna. Brani se tak sagitalnimu
poskozovani patefe, ulevuje se pacientovi od bolesti a pfispiva se k jeho
posturalni rehabilitaci bez omezeni hrudniho a bfiSniho dychani.

Opatieni pfi pouzivani

Tento produkt je uréen vyhradné k ortopedické lécbé trupu. Pocet dnl
pouzivani a obdobi pouziti musi byt ur¢eny podle pokynd odborného Iékare
ortopedie. Korzet nesmi tladit na zranéna mista, zplsobovat pfiznaky
pusobeni lokalni komprese a nesmi ani stlatovat nervova vidkna a krevni
cévy. Doporucuje se pod korzetem mit odév a branit pfimému kontaktu korzetu
s kOzi. Korzet neni ohnivzdorny, proto se nesmi pouzivat v blizkosti
otevieného ohné. Produkt se také nesmi pouzivat v blizkosti silnych
elektromagnetickych poli. Kdyz se pas sundava, musi se to délat pomalu, aby
nedoslo k nahlému velkému zatizeni trupu.

Vlastnosti

Ram z antikorodialni slitiny s polstrovanymi podpérami a prody$Snym
elastickym pasem. Sakralni pas, bederni pas a bo¢ni ramy Ize nastavit a
modelovat (ruéné nebo pomoci nastroji). Bo¢ni ramy zajistuji vétsi stabilitu.
Natahnéte bavinény pas se suchym zipem. Pas je odnimatelny pro snadné
prani.

Indikace

Traumatické a/nebo patologické lumbosakralni zlomeniny, lumbosakralni
vertebralni kolaps, bolesti zad, lumbalni hyperlordéza, spondylitida, vyhfez
ploténky, spondylartréza spojena se skoliézou &i bez.

Aplikace

1. Korzet musi byt aplikovan v zadni ¢asti zad, pacient pfi tom muze leZzet nebo
stat.

2. Spodni ram ortézy umistéte na sakralni oblast pacienta (Obrazek A)

3. Prizpusobte ortézu morfologii pacienta (ru¢né nebo pomoci nastroju) na
sakralnim pasu, dorzalnim pasu a bo¢nim ramu (Obrazek A, B, C, E).

4. Utahnéte bfisni elasticky pas a dopnéte popruhy pomoci suchych zipu.
(Obrazek G)

5.Spravna aplikace korzetu:

- pacient citi dobfe udrzovany sakralni tlak,

- dva bo¢ni ramy jsou zarovnany s koronalni osou pacienta a sakralni pas je
na drovni kostrce.

- sakralni pas, dorzalni pas a bo¢ni ramy tésné pfiléhaji k télu pacienta.

Aplikace (pro pacienta)

1. Ortézu umistéte na zadni stranu zad tak, aby byl spodni rdm ortézy umistén
na sakralni plochu (obrazek A)

2. Utahnéte biisni elasticky pas a dopnéte popruhy pomoci suchych zipl.
(Obrazek B)

Upozornéni

Tato zdravotni pomlicka musi byt pfedepsana ortopedickym Iékafem (ORT,
CHI, REH, NEU, ORP) a aplikovana ortopedickym technikem, ktery podle
potfeby a druhu onemocnéni pacienta pouci o spravném a bezpecném
pouzivani prostfedku. Jakékoliv Upravy nebo nastaveni, které se liSi od téch,
jez byly pfi prvnim pouziti zdravotnického prostfedku provedeny, musi byt
predepsany ortopedickym lékafem a provedeny ortopedickym technikem.
Neménte nastaveni, ktera byla provedena odbornym lékafem ortopedie.
Doporucuje se, aby tento prostfedek pouzival pouze jeden pacient. Pokud
stejnou zdravotni pomucku pouziva i jind osoba, mohou byt jeji ¢asti v pfimém
kontaktu s pokoZkou a pFedstavovat tak urcita rizika z hygienického nebo
funkéniho hlediska. U zvlasté citlivych osob muze kontakt mezi pokozkou a
zdravotnickym prostfedkem zpUsobit zarudnuti a / nebo podrazdéni pokozky.
V pripadé, Ze se vyskytnou tyto nebo jiné problémy, okamzité kontaktujte
svého lékare. V pfipadé, Ze pomUcka je jiz nepouZitelnd, je nutné ji vyménit a

zajistit jeji likvidaci. /.
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Udrzba

Pfed kazdym pouzitim zkontrolujte stav opotfebeni pomlcky a jejich ¢asti. V
pfipadé opotfebeni se obratte na ortopedického technika a opotfebené Easti
vymérite. Umyvejte pomlcku ruéné vlaznou vodou a jemnym (neutralnim)
mydlem. Pfi suSeni nesmi byt pomucka vystavena horkému zdroji.
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Pokud pomucku nepouzivate, i kdyz se jedna jen o kratkou dobu, uloZte ji do
puvodniho obalu, aby byla zachovana jeji Cistota. Skladujte ji na chladném a
suchém misté a chrarite pfed pfimym slune¢nim svétlem.
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Likvidace
Tato zdravotni pomlcka se nesmi vyhazovat do smésného odpadu,
ma byt pfedana k likvidaci do autorizovaného sbérného stiediska.

Zaruka
Zaruka je platna, pouze pokud je produkt pouzivan za uvedenych podminek a
pro zamyslené ucely.



