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Important Field Safety Notice — Dulezité sdéleni

Devices/zdravotnické prostiedky: octenilin® wound gel/ octenilin® wound irrigation solution / octenisept®
wound gel

Type of action/typ aktu: Information about extension of Instructions of Use —informace o roz$ifeni instrukci o
pouziti

Norderstedt, 09.01.2013

Originator/podatel: Schiilke & Mayr GmbH

Attention/uréeno pro: pharmacists, registered doctors, hospitals- fyrmaceuty,Iékafe, nemocnice

Affected devices/tyka se prostiedki:

Device Article Batch
No.kéd No./Sarze
_produktu
octenllln wound gel 121602 all
octenilin® wound irrigation solution | 121701 all
octemsept wound gel 121605 all

Description of the problem/popis problému:

Schiilke & Mayr GmbH conducts a Field Safety Correctwe Action due to the distribution of a rewsed version of
the instructions of use of octenilin® wound gel, octenilin® wound irrigation solution and octemsept wound gel.
Schuelke&Nayr GmbH se fidi zajisténim bezpeéné korekce ohledné rozeslani revidované verze instrukci

k pouziti octenilin gelu na rany, octenilin oplachovym roztokem a octenisept hojivym gelem.

New data on octenilin® wound gel showed that the interval for dressing change relates to the nature of the
dressing. The currently claimed interval of 5 days until the next dressing change was confirmed in non-
interventional studies, but in those studies only dressings like Mepitel were used. An adaptation of the
Instrucions of Use was done accordingly.

Nové tdaje u octenilin gelu na rany preukazaly, Ze interval pievazl zavisi od plvodu kryti.BéZné proklamovany
interval 5 dni do dal8i vymény kryti byl potvrzen neintervenénimi studiemi, ale v téchto se pouZilo pouze kryti
Mepitel. Na zakladé téchto se provedla adaptace instrukci k pouziti.

In the course of this adaptation the whole Instructions of Use was evaluated which led to further revisions, partly
pure formal. Those changes were also found relevant for octenilin® wound irrigation solution and octenlsept
wound gel, thus the Instructions of Use of those devices have been revised too.

V dusledku toho se vyhodnotily instrukce k pouziti, coZ vedlo k revizim, ¢astecné Cisté formalné. Tyto zmény se
dotkly take octenilinu oplachového roztoku a octeniseptu hojivého gelu a jeji instrukce k pouziti byly rovnéz
revidovany ve smyslu vySe uvedeném.

There are no issues about the quality of the devices.
Zde uvedené se ovSem netyka kvality produktd

Advise on action to be taken by the use/rady, kterych se drzet pfi pouzitir:
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Read this notice carefully including the specified extensions of the Instructions of Use.Cist pozorné zde
specifikované rozsifeni instruikci k pouziti

Ensure that this notice is transferred to all persons in your organization on which this action has an
impact.Zajistit, Ze sa tato informace dostane ke v8em osobam v organizaci, kterych se to tyka.

Fill in the enclosed letter of acknowledgment and return it to schiilke

(doing this you avoid further notices by schiilke) Vypinit pfilozeny formular pisemného potvrzeni a vratit ho
Schuelke(tim se vyhnout dal§im ozndmenim od Schuelke)

Important improvements/dulezité upravy vylep$eni:

- Important and safety relevant information are now highlighted by italic/ bold typing or underlining
ddlezité a relevantni informace budou zvyraznéné italic/bold pismem nebo podtrzené
- Inclusion of a disposal instruction zahrnuti dispozi¢nich pokyn(

Important extensions/dulezité rozsifeni:

- Extension of the paragraph ,Contraindications” about counter-indicated applications.Roz§ifeni
paragrafu ,kontraindikace” co ses tyée vyctu aplikaci

- Inclusion of a recommendation in concerns of an application time under paragraph ,General
usage“.Zahrnuti do doporuceni co se tyce aplikacni periody pod paragrafem “Generelni pouZiti”

Additional important information for octenilin wound gel/dodateéna dulezita informace pro octenilin gel:

- the Interval for dressing change is adapted to the standard recommendation for hydrogels of 3 days
interval pro vyménu kryti se fidi standartnimi doporucenimi pro hydrogely, tedy 3 dny

- in combination with paraffin gauze dressings the interval is reduced to 1 day v kombinace s parafinovym
obvazovym krytim se interval redukuje na 1 den.

Transmission of this Field Safety Notice/zprostredkovani této informace:

Please ensure that this notice is transferred to all persons in your organization on which this action has an
impact. Should products be distributed to third parties, they need to be informed and briefed
accordingly.Zajistéte, prosim pfedani této informace véem osobam ve vasi organizaci, kterych se to tyka. Pokud
isou produkty distribuovany | tfetim stranam, ty musi byt informovany soucasné.

This Field Safety Notice should be stored until the measure is completed within your organization. Tato
bezpeénostni informace musi byt uchovavana az do jejiho Uplného zajisténi.

This notice has been notified to the German Competent Authority. Tato zprava byla notifikovana Némeckymi
kompetentnimi autoritami

Contact reference person/kontaktni osoba:

For any questions and for the return of the letter of acknowledgment please contac/pro jakékoli dal§i otazky a
pro zpétné zaslani dopisu pisemného potvrzeni kontaktujte prosimt:

Customer Care_péce o zakazniky

Tel: +49 40 52100-666

Fax: +49 40 52100-660

E-Mail: info@schuelke.com
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We apologize for any inconvenience caused to you by this notice and thank you for your
cooperation.Ospravedliiujeme se za zplsobené potize touto informaci a dékujeme za vasi spolupraci

Schiilke & Mayr GmbH
Dr. F. Stahl M. Schmidt
Director Marketing Hygiene International Vigilance Manager Medical Devices

& Director Corporate Development

Pieklad: Ing.Kamila Borecka, Nora, a.s.

Letter of acknowledgment | 040 / 52100 — 660
or info@schuelke.com

| confirm that | received and read this Field Safety Notice about

octenilin® wound gel
octenilin® wound irrigation solution
octenisept® wound gel

| transferred this notice to other organlzatlons and, if appropriate, to my customers on which this
action has an impact..

Name (block letters)

Facility/ Company

City/ Country

Date

Signature




