Purpose of the instructions

This Manual is relative to a 4-points knee 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 system of quality management is certificated in
accordance with ISO 9001 and ISO 13485 regulation. The product specified in
this manual is a knee orthosis used for the post-operative treatment of the
ligaments reconstruction of the knee, as limitation of the knee-joint in the
post-traumatic rehabilitation of the knee.

General description and mode of action

The device described in this manual is composed primarily of a frame in
aluminum alloy and non-toxic material padded supports making the device light,
comfortable and safe. Easily removable, it controls the movements of the knee
without restricting the operations of daily hygiene

Caution for use

The device should be used exclusively for orthopaedic treatment of the knee.
The duration of daily use and the application period must be indicated in the
prescription of an orthopaedic doctor. The pressure exerted by the device
should not act upon injury, or caused localized symptoms caused by
compression, or compress nervs fibers and blood vessels. The device is not
fireproof, do not use near flames.

Features

Anatomical structure frame in light alloy of aluminium anticorodal, coated by
MTP padded with a soft-grip fabric inside to reduce perspiration and the
migration of the orthosis. Separate bands in order to ensure greater
breathability of the leg. Closure Velcro straps by double numbered velour to
facilitate the application of the patient. Joint adjustment flexion and extension:
flexion 0%/ 10/ 20/ 30°/ 45°/ 60°%/ 75°/ 90°/ 120°, extension at 0%/ 10°/ 20°/ 30%/
45°/ 120°. Option to block joint at 0%/ 10/ 20°/ 30°/ 45°. Condylar protective
detachable pads. Its shape provides an excellent anatomic stabilization of the
limb and a good tolerability during use.

Indications

Post-operative knee ligaments reconstruction treatment, as limitation of the
knee-joint, in the post-traumatic rehabilitation of the knee, such as prevention of
sport injuries.

Application (Orthotist)

1. Open the straps to free the VELCRO belts.

2. Position the joints near the knee pivot point so that they are supported by the
condyles, making sure that the joints are aligned with each other. (fig A) If the
condyloid supports do not adhere to the knee, place the 5 mm thicknesses
included (fig. D) between the plastic shell and the condyloid support.

3. Fit the padded straps, tightening them around the leg with the Velcro by
following the numerical order. (fig B)

4. Regulate flexion and extension with the desired angulation by using the
special metal inserts. (fig C)

5. If necessary adjust manually or with help of tools the metal bars to the
morphology of the patient’s limb.

Application (for patient)

1. Open the straps to free the velcro belts.

2. Position the joints near the knee pivot point so that they are supported by the
condyles, making sure that the joints are aligned with each other. (fig A)
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3. Close the Velcro belts and straps. (fig B)

Warning

The device in question must be prescribed by an orthopaedic specialist and
applied by an orthotist who will according to the needs and conditions of patient
instruct on the proper and safe use of the device. Any modification or regulation
different from thre previously set on the device at the time if application and
adjustment should be prescribed by an orthopaedic specialist and performed by
an orthotist. Don’t change the regulation done by the orthopaedic specialist. 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.

a
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 Qo
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Maintanance

Before use always check the tightening conditions of the screws, of the joints
and of the adjustable elements. Before using check the state of wear of the
device and its parts. If worn out contact your orthotist to substitute. Hand wash
the paddings with warm water and mild soap, rinse accurately. Dry away from

heat sources. A E g E
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Disposal H]
Make sure that the device is disposed off in a correct manner, N

do not dispose of in the environment U

Distributor pro CR a SR:
DELORTIS s.r.o. Ceska republika
www.delortis.cz
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NAVOD K POUZITI

INSTRUCTIONS FOR USE
G704-G705-G713-G714

Ctyrbodova kolenni
ortéza
4 Point Knee Brace

Tento navod byl vypracovan
spole¢nosti Tecnoway
vyhradné pro jeji klienty. Jeho
kopirovani pfip. Uplné nebo
Castecné zverejfiovani je bez
svoleni spole¢nosti Tecnoway
zakazano. Navod je dodavan
spolu s pfislusnym pfedmétem a

mél by byt uloZen na snadno
pfistupném a vhodném misté. Navod

by mél zustat uschovan po celou dobu
pouzivani predmétu. Osoby, které
zdravotni pomucku pfipeviuji, nastavuji,
pouzivaji nebo provadséji 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 Skody, zplisobené
nespravnym pouzitim predmétu, které by odporovalo
pokyniim v tomto navodu.

This manual has been realized by Tecnoway exclusively for its clients. lts
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 cannotbe pursued or held
responsible for any damage caused by wrong application different to those in this manual.
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. ) Vyska ortézy
Velikost -Sizes h orthosis

Velikost Q Stehna/le G7?;47-(?57 " G713

Size om n cm in cm in

S 39/46 | 15"/18" 41 16" | 34 13"
M | 46/53 | 187/21”
L | 53/60 | 217/23,5" 41 16" | 34 13"
XL | 60/67 |23,5"/26,5” 43 177 | 34 13"

XXL | 67/74 | 26,5"/29" 43 17" /

UCEL PRIRUCKY ~

Tyto pokyny pro 4bodovou kolenni ortézu odpovidaji predpisu ¢. 2017/745 EU pro
zdravotnické prostredky tfidy 1. Jedna se o pokyny pro spravné pripojeni, sefizeni (pro
ortopedického specialistu) a bezpe¢né a spravné pouzivani pacientem po celou dobu
Zivotnosti zafizeni. Spole¢nost Tecnoway vydava na viastni odpovédnost prohlaseni o
shodé podle prilohy 1V tohoto nafizeni.

41 16" | 34 13"

IDENTIFIKACE VYROBCE A PRODUKTU

Tecnoway vyrabi zdravotnické prostiedky, zejména ortopedické korzety / ortézy. Firma
neustale vyhledava inovativni fe$eni z hlediska technologie, ergonomie i vybéru materiald.
Vlastni systém fizeni kvality je certifikovan dle norem ISO 9001 a ISO 13485. Produkt,
uvedeny v téchto pokynech, je kolenni ortéza, pouZivana k pooperacni I6cbé rekonstrukce
kolennich vaz( pro omezeni pohybu kolenniho kloubu a pfi potirazové rehabilitaci kolena.

OBECNY POPIS A POUZITI

Produkt, popsany v tomto navodu, je slozen hlavné z nosné struktury slitiny hlinikového
rému a polstrovanych vyztuh z netoxického materidlu. Diky tomu je pomtcka lehka,
pohodina a bezpecna. Je snadno snimatelny, pomaha regulovat pohyby kolena a
neomezuje kazdodenni hygienu.

OPATRENI PRI POUZIVANI

Tento produkt je urcen vyhradné k ortopedické Iécbé kolena. Pocet dnti pouzivani a obdobi
pouziti musi byt uréeny podle pokynii odborného lékare ortopedie. Produkt nesmi tlacit na
zranéna mista, zplsobovat pfiznaky plsobeni lokalni komprese a nesmi ani stlacovat
nervova viakna a krevni cévy. Neni ohnivzdorny, proto se nesmi pouZivat v blizkosti
otevieného ohné.

VLASTNOSTI

Anatomicka konstrukce ramu z lehké antikorozni slitiny hliniku, uvniti potazena mékkou
textilii MTP, snizuje poceni a sklouzavani ortézy. Oddélené pasky zajistuji vétsi prodysnost
pro pristup vzduchu k noze. Pasky pro upevriovani na suchy zip dvojitym velurem usnadriuji
pouziti pro pacienta. Nastaveni omezeni flexe (ohybu) a extenze: flexe 0 °/ 10 °/20 °/ 30 °
/45°/60°/75°/90°/120 °, extenze 0°/10°/20°/30 °/45 °/120 °. Vymezeny rozsah
pohybu 0 °/ 10 °/ 20 °/ 30 °/ 45 °. Ochranné odnimatelné kondylarni polstarky. Tvar
produktu zajistuje vynikajici anatomickou stabilizaci koncetiny a dobrou snasenlivost béhem
pouzivani.
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INDIKACE
Pooperacni rekonstrukéni lé¢ba vazi kolena formou omezeni pohybl kolenniho kloubu,
polrazova rehabilitace kolena, prevence urazt pii sportu.

POUZITI (ORTOPEDICKY TECHNIK)

1. Uvolnéte pasky suchého zipu.

2. Umistéte nastavitelné klouby ortézy na kloub kolenni tak, aby byly opfeny o kondyl, ve
stfedni ¢asti kolena. Nastavitelné klouby maji byt pfitom vzajemné ve stejné vySce (obr. A).
Pokud podpéry kondyl neprilnou ke kolenu, umistéte prilozené podlozky o tloustce 5 mm
(obr. D) mezi plastovy krunyr a podpéru kondyl.

3. Nasazujte pasky a utahujte suchym zipem, aby prilnuly k noze, podle uvedeného
¢iselného poradi (obr. B).

4. Regulujte flexi a extenzi na poZadovany thel pomoci specialnich kovovych vioZek (obr.

5. V pripadé potreby upravte kovové nasady rucné nebo za pomoci nastrojii podle
morfologie koncetiny pacienta.

6. Pii spréavném pouziti opéry kondyl dobre prilnou ke kloubu a pomticka prilne na noze ke
svaliim tak, Ze nevytvaii nadmérny tlak.

POUZITI (PACIENT)

1. Uvolnéte pasky suchého zipu.

2. Umistéte nastavitelné klouby ortézy na kloub kolenni tak, aby byly opreny u kondy!
(kloubnich hrboli), ve stfedni ¢asti kolena. Nastavitelné klouby maji byt pritom vzajemné ve
stejné vysce (obr. A). 3. Nasazujte pasky a utahujte suchym zipem, aby prilnuly k noze,
podle uvedeného ciselného poradi (obr. B).

UPOZORNENI
Tato zdravotni pomiicka musi byt predepsana ortopedickym Iékarem a aplikovana
ortopedickym technikem, ktery podle potreby a aktudlnich podminek pouci pacienta o
spravném a bezpecném pouzivani prostredku. Jakékoliv ipravy nebo nastaveni, které se lisi
od téch, jez byly pfi prvnim pouziti zdravotnického prostredku provedeny, musi byt
predepsany ortopedickym Iékafem a provedeny ortopedickym technikem. Nemérite
nastaveni, které byla provedena odbornym lékarem ortopedie. Doporucuje se, aby tento
prostredek pouzival pouze jeden pacient. Pokud stejnou zdravotni pomicku pouziva i jina
osoba, mohou byt jeji ¢asti v primém kontaktu s pokozkou a predstavovat tak urcita rizika z
hygienického nebo funkcéniho hlediska. U zvlasté citlivych osob mize kontakt mezi pokozkou
a zdravotnickym prostredkem zpusobit zarudnuti a / nebo podrazdéni pokozky. V pfipadeé, ze
se vyskytnou tyto nebo jiné problémy, kontaktujte prosim pfimo svého lékare. V pfipadé, ze
pomuicka je jiz nepouZzitelnd, je nutné ji vyménit a zajistit jeji likvidaci. /.
1)
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UPOZORNENI PRO HLASENI INCIDENTU
Jakykoli zéavazny incident, ke kterému dojde v souvislosti s timto zdravotnické zafizeni, by
mél byt nahlasen vyrobci a prislusnému organu.

UCHOVAVANI
Pokud pomucku nepouzivate, i kdyz se jedna jen o kratkou dobu, uloZte ji do pivodniho
obalu, aby byla zachovana jeji Cistota. Skladujte ji na chladném a suchém misté a chrarite

pred primym slune¢nim svétlem. R \\y/
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UDRZBA
Pred kazdym pouzitim zkontrolujte stav utahovani $roubt, nastavitelnych kloubl a dal$ich
prvki. Vzdy také zkontrolujte stav opotiebeni pomucky a jejich ¢asti. V pripadé opotrebeni

se obratte na ortopedického technika a opotrebené c¢asti vymérite. Umyvejte pomiicku rucné
vlaZznou vodou a jemnym (neutralnim) mydlem. Pri suseni nesmi byt pomicka vystavena

horkému zdroji. K & ]8( E

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

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



