Purpose of the instructions i
This Manual is relative to the hip orthosis, in compliance with Regulation
2017/745 concerning class 1 medical devices, and intends to provide guidance
for the application, regulation and the proper use of the device. The declaration
of conformity was therefore issued by Tecnoway under its 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. Its Quality Management is certified according to ISO
9001: 2008 and ISO 13485 system regulation. The product specified in this
manual is a hip orthosis studied to control the movements of the hip
(flexion/extension, abduction/adduction).

General description and mode of action

The described device in this manual is mainly made of a plastic frame and
supported by non toxic material. This makes the device light, comfortable and
safe. Easily to remove, it immobilizes the hip without limiting the operations of
daily hygiene.

Caution for use

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

Features

Anatomical fit plastic components articulated with a new generation joint.
Modular system that allows you to combine independent component thigh,
pelvis and joint articulated. Option to tilt the sides of the pelvis and the direction
of the auction compared to components thigh and pelvis. Adjusting the straps
through the buckle. Forced Abduction / adduction with centesimal regulation.
Abduction/ adduction with setting every 10°. Flexion / extension adjustable
from 0° to 120° every 15°. Lined with foam padding and finished edges. Its
anatomic shape ensures a good stabilization of hip and a good tolerability
when used.

Indications

Pre and/or post-surgery (arthroplasty or hip revison). Inoperable fractures to
the neck of the femur or insufficiently consolidate fractures.
Abduction/adduction and flexor-extension control in patients with potential joint
problems.

Application (Orthotist)

1. Adjust the flexion / extension (C) and abduction / adduction (D).

2. Open pelvic and thigh support freeing the straps. (E)

3. Apply the brace to the patient, the joint must be aligned with the femoral
head and the patient can be lying down or standing while doing this. If it's
necessary adjust:

- the width of the pelvis by acting on the lumbar terminals (F)

- the height of the orthosis acting on the adjustment screws (G)

4. Adjust the length of the straps and close the plastic valves.

5. If you need make the centesimal forced adjustment abduction (A), adduction
(B).

6. The proper use is when the joint is aligned with the head of femur, pelvis
and thigh components are fitting to the patient without excessive
compression.

Application (for patient)
1. Apply the brace , the joint must be aligned with the femoral head and the

patient can be lying down or standing while doing this.
2. Close the plastic valves by straps.

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 and performed by orthotist 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. The
device, used correctly, has a life span of 3 years. If the device is no more under

normal use it should be replaced and disposed off. f'-
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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.

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,

e
T //l\\
n
Maintanance

Before use always check the condition of the components. If worn out contact
your orthotist to substitute. Hand wash the device with warm water and mild
soap, remove padding before. Rinse accurately. Dry away from heat sources.
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Make sure that the device is disposed off in a correct manner.
Do not disperse in the environment. .,_ﬂ‘
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Guarantee

The guarantee is valid only if the product is used under the conditions indicated
and under the intended purposes.
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B520TA Hipobrace

ORTEZE KYCELNIHO oo
HIP ORTHOSIS

Tento navod byl vypracovan
spole¢nosti Tecnoway vyhradné pro
jeji klienty. Jeho kopirovani pfip.
uplné nebo castecné zverejiovani
je  bez svoleni spole¢nosti
Tecnoway zakazano. Navod je
dodavan spolu s pfisluSnym
predmétem a mél by byt ulozen

na shadno pfistupném a
vhodném misté. Navod by

mél zUstat uschovan po celou

dobu pouzivani predmétu.
Osoby,  které  zdravotni
pomuicku pfipeviuji,
nastavuji, pouzivaji nebo
provadéji jeji udrzbu, by si

mély tento navod nejprve
peclivé precist a mély by
rozumét zde  uvedenym
pokyntim. Spolec¢nost
Tecnoway nemuze byt stihana
nebo c¢inéna odpovédnou za
jakékoliv  Skody, zpusobené
nespravnym pouzitim predmétu,
které by odporovalo pokynim 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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UCEL NAvODU
Tato pfirucka je v souladu s nafizenim 2017/745 o zdravotnickych prostfedcich
tfidy 1 vzhledem k ortéze kycelniho kloubu a ma v umyslu poskytnout navod
pro aplikaci, regulaci a spravné pouzivani prostfedku. Prohlaseni o shodé
proto vydala spole¢nost Tecnoway na jeji odpovédnost v souladu s pfilohou IV
tohoto nafizeni.

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 kycelni
ortéza, pouzivana ke stabilizaci ky€elniho kloubu a pfi luxacich.

OBECNY POPIS A ZPUSOB UCINKU

Pomlicka popsana v této pfirucce je vyrobena prevazné z plastového ramu a
je vystuzena netoxickym materidlem. Diky tomu je ortéza lehka, pohodina a
bezpecéna. Zajisti znehybnéni kycle, aniz by se omezily ukony kazdodenni
hygieny.

OPATRENI PRI POUZIVANI

Prostfedek by se mél pouzivat vyhradné k ortopedické [é¢bé kycelniho kloubu.
O dobé pouziti pomlcky by mél rozhodnout doktor/ortopedicky specialista.
Tlak vytvareny prostfedkem by nemél zplisobovat 1éze nebo stlacovat nervy,
krevni cévy. Nékteré komponenty zafizeni jsou hoflavé, nepouzivejte je v
blizkosti plamen(. NepouZivat v blizkosti silného elektromagnetického pole.
VZzdy nosit pfes odév. Davejte pozor pfi rozepinani popruhl, aby nedo$lo k
nahlému uvolnéni tlaku nohy.

VLASTNOSTI

Anatomicky tvarované plastové komponenty spojené kloubem nové generace.
Abdukce/addukce s nastavenim po 10°. Flexe/extenze nastavitelnd od 0° do
120° po 15°. Sefizovani popruhli prezkou. Lemované pénové vycpavky
hypoalergenni pro vétsi komfort a predchazeni otlaki. Anatomicky tvar
zajistuje dobrou stabilizaci ky¢le a dobrou snasenlivost pacientem pfi pouziti.

INDIKACE

Pfed a/nebo po operaénim zakroku (artroplastika nebo revize kycelniho
kloubu). Neoperovatelné zlomeniny kréku stehenni kosti nebo nedostatecné
konsolidace fraktur. abdukce/addukce a kontrola extenze flexoru u pacient s
moznymi kloubnimi potizemi.

APLIKACE (PROTETIK/DOKTOR)

1. Nastavte flexi/extenzi (C) a abdukci/addukci (D).

2. Rozevriete panevni a stehenni objimku uvolfiujicimi popruhy. E)

3. Aplikujte na pacienta ortézu, kloub musi byt umistén na hlavici stehenni
kosti, pacient pfi tom mlze leZet nebo stat. Pokud je nutné upravte:

- §itku panve pomoci $roubu (F)

- vy$ku ortézy pomoci sefizovacich $roubu (G)

4. Upravte délku popruhli a dopnéte spony.

5. Pokud potrebujete provést abdukci (A), addukci (B).

6. Spravné nastaveni docilite, pokud je kloub zarovnany s hlavici kosti
stehenni, panevni a stehenni objimky obepinaji pacienta bez nadmérné
komprese.

APLIKACE (PACIENT)

1. Aplikujte ortézu , kloub musi byt zarovnan s hlavici stehenni kosti, pacient
pfi tom muZe leZet nebo stat.

2. Dopnéte popruhy a spony.

UPOZORNENI

Tato zdravotni pomlcka musi byt pfedepsana ortopedickym lékafem a
aplikovana ortopedickym technikem, ktery podle potfeby a aktualnich
podminek pouci pacienta 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 pfedepsany
ortopedickym lékafem a provedeny ortopedickym technikem. Neménte
nastaveni, ktera byla provedena odbornym Iékafem 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 predstavovat tak urcita rizika z hygienického nebo funkéniho
hlediska. U zvlasté citlivych osob mulze kontakt mezi pokoZzkou a
zdravotnickym prostfedkem zpUsobit zarudnuti a / nebo podrazdéni pokozky.
V pfipadé, Ze se vyskytnou tyto nebo jiné problémy, kontaktujte prosim pfimo
svého lékare. V pfipadé, Ze pomUcka je jiz nepouzitelnd, je nutné ji vyménit a

zajistit jeji likvidaci. ﬂ
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OZNAMENI O NAHLASENI INCIDENTU

Kazda zavazna pfihoda, ke které dojde v souvislosti s timto zdravotnickym
prostfedkem, musi byt nahlaSena vyrobci a pfislusnému organu.

UDRZBA

Pred kazdym pouzitim zkontrolujte stav komponent. Umyvejte pomucku ru¢né
vlaZnou vodou a jemnym (neutralnim) mydlem. Pfi suSeni nesmi byt pomUicka

vystavena horkému zdroji. '
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UCHOVAVANI

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 slunecnim svétlem. e Qo
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LIKVIDACE ]

Tato zdravotni pomUlicka se nesmi vyhazovat do smésného odpadu,
ma byt pfedana k likvidaci do autorizovaného sbérného strediska. 3

ZARUKA
Zaruka je platna pouze v pfipadé, Ze je produkt byl pouzit za uvedenych
podminek a se zamyslenym ucelem.



