€

2274

LiNA Skin Hook™ (non-sterile)
SH-110-NS, SH-220-NS

www.linamed.com

LiNA Medical AG
Platz 3 - 6039 Root D4 - Switzerland
Tel: +4178 617 56 56

e-mail: info@lina-medical.com

LiNA Medical Polska Sp. z o.0.

Rolna 8A - Sady - 62-080 Tarnowo Podgérne - Poland
EU |REP | Tel: +48 612222121

e-mail: info.polande@li dical.com

www.lina-medical.pl

Refer to the Symbol Definition Chart FV0223, the integral part of Instructions for Use, for the meanings of the symbols.

Product description:

The LiNA Skin Hook™ is together with LINA SeaStar™ a complete system
for retracting delicate soft tissue. By securing the LiNA Skin Hook™ on to
the LiNA SeaStar™ the exposure of the incision is increased. The flexible
and elastic hook can be adjusted during the procedure to create optimum
tension.

Intended use:
The LiNA Skin Hook™ is intended to retract the soft tissue from the operative
surface.

Patient population:
Patients intended to have surgical procedures which require optimal
exposure.

Potential complications:
e Skin lanceration

Warnings:

e Device is provided as a non-sterile therefore it must be sterilized before
use. Please follow recommended sterilization instructions.

e Carefully inspect the packaging for any damage prior to use. Do not
attempt to use the device if packing is damaged.

e Do not use past expiration date.

e Do not use if the device is exposed to non-sterile surfaces before
procedure.

® For single use only. Do not reuse, reprocess or re-sterilize the LiNA Skin
Hook™. Any reprocessing may impede the functions of the device. Reusing
single use devices may also increase the risk of cross contamination.
Attempts to clean the device results in risk of device malfunction.

e Carefully inspect the device before use. If any damage or defect is
identified, dispose of the device.

® Do not use excessive force as it may cause product damage or user injury.

® No modification of this equipment is allowed.

® Failure to follow all instructions or any warnings or precautions may result
in significant injury to the patient, physician or attendants and may have
an adverse effect on the outcome of procedures performed. LiNA Skin
Hook™ should not be used for any other purpose than intended function.

® Special attention is needed when installing and removing LiNA Skin
Hook™ from the operative surface since device has sharp edges.

Precautions:

e Use of the LiNA Skin Hook™ requires adequate training and experience in
performing surgical procedures. Intended user profile is a trained surgeon
or physician.

LiNA is a registered trademark of LiINA Medical in EU, US and CN

e After use, the device is to be considered contaminated medical waste and
may pose a potential infection risk. Dispose of the device and packaging in
accordance with applicable laws, administrative, and/or local government
policy and hospital procedures, including those regarding biohazards, mi-
crobiological hazards and infectious substances. Be aware of sharp edges.

® Please do not attach LiNA Skin Hook™ to home-made retractor rings.

Sterilization:
Product is designated for EtO sterilization. Product must be sterilized accord-
ing to process parameters:

- Maximum load density 161.7 kg/m”.

- Preconditioning: Temp. 40-50°C; Humidity 55-75%. Min. preconditioning
time: 10 hours.

- Exposure phase:
Min. time for steam injection: 15 min.; EtO dwell time: 04:50-05:00h;
EtO concentration during gas dwell phase: 884,7-901,7 mg/l; temp. during
dwell time: 40-50°C.

- Aeration:
Desorption for 20-30h in temp. 40-50°C and then quarantine stage for
6 days in temperature 20-40°C.

Instruction for use:

1. Remove LiNA Skin Hook™ from the pouch. Gently slide the silicone tube
from the hook starting from the end of the tube. Do not use excessive
force as it may cause product damage or user injury.

2. Place the LiNA SeaStar™ around the initial incision and insert the
LiNA Skin Hook™ in directly opposing quadrants with equal tension.

3. As dissection progresses, move the position of the hook into the deeper
layers of the fascia.

4. You may then add new hooks or reposition those already in place to

achieve full balanced retraction from any angle.
5. To ease closing maintain constant opposing tension.

Reporting:
Any serious incident that has occurred in relation to the device should be

reported to the LINA Medical AG and the competent regulatory authority
of the country in which the user and/or patient is established.

Country of origin: Poland.

CE marking: 2010.
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Hacek LiNA Skin Hook™ (nesterilni)

SH-110-NS, SH-220-NS

Vyznam symbol naleznete v tabulce definic symboll FV0223, ktera je nedilnou soucésti ndvodu k pouziti.

Popis produktu:

Hacek LiNA Skin Hook™ spolec¢né s prostiedkem LiNA SeaStar™ tvoii kompletni
systém pro retrakci jemné mékké tkané. Upevnénim hacku LiNA Skin Hook™ na
retraktor LiNA SeaStar™ dochazi ke zvy$eni expozice incize. Flexibilni a elasticky
hacek Ize béhem zakroku nastavovat, aby vytvarel optimalni pnuti.

Urcené pouziti:
Hacek LiNA Skin Hook™ je urceny k retrakci mékké tkané od mista chirurgického
zakroku.

Populace pacientt:
Pacienti, u kterych se planuji chirurgické zakroky, které vyzaduji optimalni
expozici.

Mozné komplikace:
e |acerace kiize

Vystraha:
® Prostfedek je dodavan jako nesterilni, proto musi byt pfed pouzitim
sterilizovan. Dodrzujte doporucené pokyny pro sterilizaci.

® Pred pouzitim si peclivé prohlédnéte obal a zkontrolujte, zda neni poskozeny.

Nepouzivejte prostiedek, pokud je obal poskozeny.

* Nepouzivejte po uplynuti data exspirace.

® Nepouzivejte prostfedek, pokud pred pouzitim doslo k jeho kontaktu
s nesterilnimi povrchy.

® Pouze pro jedno pouziti. Hacek LiNA Skin Hook™ znovu nepouzivejte,
nezpracovavejte ani znovu nesterilizujte. Jakékoli zpracovani mize mit
nepfiznivy vliv na funkci prostiedku. Opakované pouziti prostfedk(
urc¢enych pro jedno pouziti mize vést ke zvyseni rizika kiizové kontaminace.
Snahy o vycisténi prostfedku maji za nasledek riziko jeho selhani.

® Pred pouzitim prostiedek peclivé zkontrolujte. Pokud zjistite jakékoli
poskozeni nebo zdvadu, prostfedek zlikvidujte.

® Nepouzivejte nepfimérenou silu, protoze tim muaze dojit k poskozeni
produktu nebo poranéni uZivatele.

® Nejsou povoleny zadné tpravy tohoto vybaveni.

® Nedodrzeni viech pokynid nebo jakychkoli vystrah ¢i bezpec¢nostnich
opatieni muze mit za nasledek vazné zranéni pacientd, Iékare nebo
osetiujiciho personalu a mdze mit nepfiznivy vliv na vysledek provadénych
vykon(. Hacek LiNA Skin Hook™ se nesmi pouzivat k jinému tcelu, nez
k tomu, pro ktery je urcen.

® Usazovani hacku LiNA Skin Hook™ a jeho odstranovani z chirurgického
povrchu je tieba vénovat zvysenou pozornost, protoze prostiedek ma
ostré hrany.

LiNA is a registered trademark of LiINA Medical in EU, US and CN

Bezpecnostni opatreni:

® Pouziti hacku LiNA Skin Hook™ vyZzaduje adekvétni odbornou pfipravu

a zkusenosti s provadénim chirurgickych vykonu. Profil cilového uzivatele

je kvalifikovany chirurg nebo Iékaf.

Po poutziti je treba prostfedek povazovat za kontaminovany zdravotnicky
odpad a mUze predstavovat potencialni riziko infekce. Zlikvidujte prostiedek
a obal v souladu s platnymi zakony, spravnimi a/nebo mistnimi predpisy

a nemocni¢nimi postupy, véetné téch, které se tykaji biologického nebezpeci,
mikrobiologickych rizik a infekénich latek. Davejte pozor na ostré hrany.
Nepfipeviujte hacek LiNA Skin Hook™ k interné vyrobenym retrakénim
krouzkm.

Sterilizace:
Vyrobek je urceny pro sterilizaci etylenoxidem (EtO). Vyrobek musi byt
sterilizovan v souladu s parametry postupu:

- Maximélni hustota zatizeni 161,7 kg/m”.

- Podminky pfedbézného zpracovani: teplota 40-50 °C; vlhkost 55-75 %.
Minimalni doba pfedbézného zpracovani: 10 hodin.

- Expozi¢ni faze:
Min. doba pro vstfikovani pary: 15 min.; doba expozice EtO: 4:50-5:00 h;
koncentrace EtO béhem faze expozice plynu: 884,7-901,7 mg/I; teplota
béhem doby expozice: 40-50 °C.

- Odvétravani:
Desorpce po dobu 20-30 h pfi teploté 40-50 °C a poté karanténni faze po
dobu 6 dnu pfi teploté 20-40 °C.

Navod k pouziti:

1. Vyjméte hacek LiNA Skin Hook™ ze sacku. Zlehka stadhnéte silikonovou
trubicku z hacku od konce trubicky. Nepouzivejte nepfimérenou silu,
protoze tim muze dojit k poskozeni produktu nebo poranéni uzivatele.

2. Umistéte retraktor LiINA SeaStar™ kolem pocétecniho fezu a hacek
LiNA Skin Hook™ umistéte do pfimo protilehlych kvadrant( s rovhomérné
rozlozenym napétim.

3. P¥i pokracovani disekce posunujte hacek do hlubsich vrstev fascie.

4. Poté mUzete pfidat nové hacky nebo premistit ty, které jsou jiz na misté,
abyste tak dosahli upIné vyvazené retrakce z kteréhokoliv Uhlu.

5. P¥i uzavirani si mlizete pomoci tak, Ze budete udrzovat konstantni
protilehlé pnuti.

Hlaseni:

Jakykoliv zavazny incident, ke kterému doslo v souvislosti s prostiedkem,

je tfeba nahlasit spole¢nosti LINA Medical AG a kompetentnimu regula¢nimu
Uradu zemé, ve kterém uzivatel a/nebo pacient sidli.

Zemé puvodau: Polsko.

Oznaceni CE: 2010.
Preklad z pavodniho jazyka
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