LiNA Skin Hook™ (non-sterile)

Ref: SH-110-NS, SH-220-NS

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 expo-
sure.

Product description:
The LiNA Skin Hook™ together with LiNA SeaStar™ is a complete, self-retain-

ing 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.

Precautions:

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

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

e After use, dispose of product and packaging in accordance with hospital,
administrative and/or local government policy. Be aware of the sharp
edges.

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

Warnings:

® Do not use past expiration date.

e Carefully inspect the device for any damage prior to use. Dispose of the
device if bent, malformed or if breaks or cracks are found.

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

1.

Device is provided as a non-sterile therefore for devices packed in steriliza-
tion pouch before first use please use recommended sterilization process
parameters:

Product is designated for EtO sterilization.
Product should not be cleaned before sterilization.

Option A:

Maximum load density 103kg/m>.

Preconditioning: Temp. 35-45°C; Humidity 45-75%. Min. preconditioning
time: 16 hours.

Exposure phase:

Min. time for humidity: 00:30 min.; EtO dwell time: 04:59-05:10h;
EtO concentration during gas dwell phase: 582-794 mg/I; temp. during
dwell time: 40-50°C.

Aeration:

Temp. 35-50°C; time of aeration: min. 24h.

Option B:

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 humidity: 15 min.; EtO dwell time: 04:50-05:00h;
EtO concentration during gas dwell phase: 884,7-901,7 mg/|; temp. during
dwell time: 40-50°C.

Aeration:

Desorption via 20-30h in temp. 40-50°C and then quarantine stage via
6 days in room temperature.

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

reported to the LINA Medical ApS 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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LiNA Skin Hook™ (nesterilni)

Ref: SH-110-NS, SH-220-NS

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

Populace pacientt:

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

Popis produktu:

Hacek LiNA Skin Hook™ spolecné s retraktorem LiNA SeaStar™ tvofi tplny,
samodrzny systém pro retrakci choulostivé mékké tkané. Upevnénim hacku
LiNA Skin Hook™ na retraktor LiINA SeaStar™ dochazi ke zvy3eni expozice
incize. Flexibilni a elasticky hacek Ize béhem zékroku nastavovat, aby vytvarel
optimalni pnuti.

Bezpecnostni opatieni:

® Pouze pro jedno poutziti. Tento prostfedek nepouzivejte opakované,

nezpracovavejte opakované ani neresterilizujte. Jakékoliv opakované zpra-

covani mdze mit nepfiznivy vliv na funkci tohoto prostfedku. Opakované

pouziti prostiedkd uréenych pro jedno pouziti maze také zvysit riziko

kiizové kontaminace. Snahy o vycisténi prostfedku maji za nasledek riziko

jeho selhani.

Pouziti ha¢ku LiNA Skin Hook™ vyzaduje adekvatni odbornou pfipravu

a zkudenosti v provadéni chirurgickych zakrokd. Profil cilového uzivatele je

kvalifikovany chirurg nebo Iékatr.

Po pouziti zlikvidujte produkt a obal v souladu nemocni¢nimi, administra-

tivnimi a/nebo mistnimi viadnimi predpisy. Davejte pozor na ostré hrany.

® Nepfipevnujte hacek LiINA Skin Hook™ k podomacku vyrobenym re-
trakénim kruhdm.

Varovani:

® Nepouzivejte po uplynuti data exspirace.

e Pred pouzitim prostiedek dikladné prohlédnéte, zda neni poskozeny.
Pokud zjistite, Ze je prostfedek ohnuty ¢i zdeformovany, nebo najdete
rozbité ¢i prasklé ¢asti, prostiedek zlikvidujte.

® Usazovani hacku LiNA Skin Hook™ a jeho odstrafiovani z chirurgického
povrchu je nutné vénovat zvlastni pozornost, protoze prostfedek ma ostré
hrany.
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Navod k pouziti:

1. Prostiedek je dodavan nesterilni, takze prostfedky zabalené ve steriliza¢nim
obalu pfed pouzitim nejprve sterilizujte s pouzitim doporucenych para-
metr( sterilizace:

- Prostiedek je urceny pro sterilizaci etylenoxidem (EtO).
- Prostiedek pred sterilizaci necistéte.

Moznost A:
- Maximalni hustota zatizeni 103 kg/m”.
- Predbézné zpracovani: Teplota 35-45 °C; vihkost 45-75 %. Minimalni doba

predbézného zpracovani: 16 hodin.
- Expozi¢ni faze:

Minimalni doba pro vlhkost: 00:30 min.; doba expozice EtO: 04:59-05:10 h;
Koncentrace EtO béhem faze expozice plynu: 582-794 mg/I;
teplota béhem doby expozice: 40-50 °C.

- Odvétravani:
Teplota 35-50 °C; doba odvétravani: min. 24 h.
Moznost B:

- Maximalni hustota zatizeni 161,7 kg/m”>.

- Predbézné zpracovani: Teplota 40-50 °C; vihkost 55-75 %. Minimalni doba
predbézného zpracovani: 10 hodin.

- Expozi¢ni faze:

Minimalni doba pro vlhkost: 15 min.; doba expozice EtO: 04:50-05:00 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 dn0 pfi pokojové teploté.

Ohlasovani:

Kazdou zévaznou udalost, ke které doslo ve spojeni s timto prostiedkem, je
nutné ohlésit spole¢nosti LINA Medical ApS a kompetentnimu regula¢nimu
organu zemé, ve které je uzivatel a/nebo pacienti.

Zemé puvodu: Polsko.

Oznaceni CE 2010.
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