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ES — PROHLASENI O SHODE

My, Systagenix Wound Management Ltd, (pobocka Systagenix Wound Management Manufacturing
Ltd. Gargrave, North Yorkshire BD23 3RX, UK) vyrobce/distributor v ramci Evropského hospodarského
prostoru nasledujicich zdravotnickych prostredka tridy rizika llb,

TIELLE Hydropolymerni adhesivni kryti
TIELLE Hydropolymerni adhesivni kryti na sacrum
TIELLE Baleni hydropolymerniho kryti

Kédy vyrobk( podrobné uvedeny v produktové specifikaci: TIELLEAO3 (rev 58)

[GMDN kéd a nazev: TIELLE & TIELLE Sacrum: 44970: Exsudat absorbujici kryti, negelujici
TIELLE baleni: 36226 — Kryti pro hojeni hlubokych ran]

prohlasuje, Ze vyse zminéné je v souladu s pouzitymi pozadavky Smérnice Rady 93/42/EHS ve znéni
evropské Smérnice 2007/47/ES, pfedmét postupu posouzeni shody stanovenymi v ptiloze | a pfiloze Il
(kromé casti 4) pod dohledem British Standard Institution, notifikované osoby autorizované
nizozemskou kompetentni autoritou a nesouci ¢islo Notifikované osoby 0086.

[Podpis]
Rick Gaykowski
VP Global Regulatory Affairs

[20. prosince 2018]
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EC - Declaration of Conformity

We, Systagenix Wound Management Ltd (affiliated with Systagenix Wound
Management Manufacturing Ltd of Gargrave, North Yorkshire, BD23 3RX, UK) being
the manufacturer/distributor within the European Economic Area of the following
Class lIb devices,

TIELLE® Hydropolymer Adhesive Dressing
TIELLE® Sacrum Hydropolymer Adhesive Dressing
TIELLE® Packing Hydropolymer Dressing

product codes as detailed in product specification TIELLEAOQ3 (rev 58)

[GMDN Code and Term:
TIELLE® & TIELLE® Sacrum: 44970: Exudate absorbent dressing, non-gel
TIELLE® Packing: 36226 — Cavity-wound management dressing]

declare that the above are in conformity with the applicable provisions of Council
Directive 93/42/EEC as amended by European Directive 2007/47/EC, subject to the
conformity assessment procedures laid down in Annex | and Annex Il (excluding
section 4), under the supervision of the British Standards Institution, a Notified Body
authorized by the United Kingdom Competent Authority, and carrying the Notified
Body Number 00886.

A

Rick Gaykowski
VP Global Regulatory Affairs
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