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PREKLAD Z ANGLICKEHO JAZYKA-

Smith & Nephew Medical Limited T+ 44 (0) 1482 225181

101 Hessle Road F+44(0) 1482 328326 sm lth&nephew
Hull, HU3 2BN www.smith-nephew.com
Anglie

Evropské prohlaseni o shodé

Toto prohlaseni potvrzuje, Ze niZze uvedeny vyrobek spliiuje Zakladni poZadavky stanovené v Pfiloze I
Smémice Rady 93/42/EHS ze dne 14. Eervna 1993 (v platném znéni).

Nazev vyrobce: Smith and Nephew Medical Limited
Sidlo: 101 Hessle Road,

Hull

HU3 2BN

Spojene kralovstvi

Povereny zastupce: Smith & Nephew Orthopaedics GmbH,

Alemannestrae 14,

78532 Tuttlingen
Némecko
Zdravotnické prostFedky: Acticoat Flex 3
Zarazeni: Ttida 11
7 . 47042 — Neadhezni kryti na rany, absorpéni,
GMON Kod a popis: antimikrobialni '
Rozsah pouZiti: Viechny dodané varky, u nichZ byl aplikovan postup

prohlaseni o shodé.

ProhlaZeni: Shada tohoto vyrobku byla posouzena v souladu
s Pfilohou II Smérnice. Spis s technickou
dokumentaci, jak ji vyzaduje Smérnice, je k dispozici.
Uvedeny vyrobek byl navrien, vyroben a prezkousen
v souladu s informacemi, uvedenymi ve spisu.

Certifikat(y) o ovéreni: ES Certifikat & CE 00356 Komplexni zajisténi jakosti.
Oznameny subjekt €. 2797 (British Standards
Institute) British Standard Institute, Certifikit & MD
76718 Systém fizeni jakosti (BS EN ISO 13 485)

Certifikat o prezkouseni navrhu: CE 547893

R BS EN ISO 13485:2016
BS EN ISO 14971:2012
BS EN ISO 9001:2015

BS EN 13726.4:2003

BS EN ISO 15223-1:2012
BS EN ISO 780:2015

BS EN 1041:2008

BS EN ISO 10993-1:2009 Oct 2009/AC:2010
BS EN ISO 10993-2:2006
BS EN 1S0 10993.3:2014
BS EN 150 10993-5:2009
BS EN ISO 10993-10:2013
BS EN IS0 10993-8:2009

Reglstratnl &, 605436 v Anglil a Walesu, P.0. Box 91, 101 Hessle Road, Hull HU3 ZBN, Smith & Nephew Medica! Umited, jednajicl jako zdstupce T) Smith and
Nephew Umited.



PREKLAD Z ANGLICKEHO JAZYKA

Smith & Nephew Medical Limited T+ 44 (0) 1482 225181

101 Hessle Road F + 44 (0) 1482 328326 smith&nephew
Hull, HU3 2BN www.smith-nephew.com
Anglie

BS EN 556.1-2001/AC:2006
BS EN ISO 11137.1:2015
BS EN ISO 11137-2:2015
BS EN 1SO 11607-1:2009
BS EN ISO 14644-1:2015

Povéreny signatar: H. M. MAY

Jmeéno:

Pozice: SENIOR MANAZER PRO REGULACNI
ZALEZTTOSTI

Podepsal: HELEN M. MAY

Dne: 9, DUBNA 2019

Odkaz na Certifikat DC 012, 13. vydani

Kody vyrobkdi:

Kaod Velikost
66800396 S5cmx5cm
66800398 10 cm x 10 cm
66800399 10 cm x 10 cm
66800409 10cmx 10 cm
66800419 20 cm x 40 cm
66800432 40 cm x40 cm
66800435 10 cmx 10 ¢m
66801290 4cmx15cm
66801291 4cmx25¢m
66801292 4cmx 35 cm
66801293 20 cm x 20 cm

RegistraZnl & 505496 v Anglil a Walesu, P.O. Box 91, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, jednajfcl jako 2dstupce T Smith and
Nephew Limited.




Smith & Nephew Medical Limited
101 Hessle Road

Hul, HU3 2BN

England

T+44 (0 1482 225181
F + 44 {0) 1482 328326
www smith-nephaw.com

7:;'smith&nephew

European Declaration of Conformity

This declaration confirms that the product listed below meets the Essential Requirements set out in
Annex | of the Council Directive 93/42/EEC of 14 June 1993 (as amended),

Manufacturer's Name:
Business Address:

Authorised Representative:

Medical Devices:

Classification:
GMDN Code and Term:
Scope of Application:

Declaration:

Verification Certificate(s):

Design Examination Certificate:

Standards Applied:

Smith and Nephew Medical Limited
101 Hessle Road,

Hull

HU3 2BN

United Kingdem

Smith & Nephew Orthopaedics GmbH,
AlemannenstrafBe 14,

78532 Tuttlingen,

Germany

Acticoat Flex 3

Class lil
47042 - Wound non-adherent dressing, absorbent, antimicrobial

Ali batches supplied to which the Declaration of Conformity
Procedure has been applied.

Conformity of the product has been assessed in accordance with
Annex |l of the Directive. A dossier of technical documentation,
as required by the Directive is available. The product listed is
designed, manufactured and tested in accordance with the
information set out in the dossier,

EC Certificate No. CE 00356 Full Quality Assurance.
Notified Body No. 2797 (British Standards Institute)

British Standards Institute, Certificate No. MD 76718 Quality
Management System (BS EN 1SO 13485)

British Standards Institute, Certificate No. FM 24676 Quality
Management System (BS EN iSO 9001)

CE 547893

BS ENISO 13485:2016
BS EN ISO 14871:2012
BS EN IS0 8001: 2015

BS EN 13726-4:2003

BS EN 150 15223-1:2012
BS EN ISO 780:2015

BS EN 1041:2008

BS EN SO 10993-1:2009 Oct 2009/AC:2010
BS EN SO 10893-2:2008
BS EN IS0 10993-3:2014
BS EN 1SO 10993-5:2009
BS EN I1SO 10993-10:2013
BS EN ISO 10993-18:2009

Regisiered No 405496 in England & Wales at PO Bax 81, 101 Hessle Road, Hull HU3 28N Smilh & Nephew Medica! Limled, acting as agent for TJ Smith and Nephew Umiled



Smith & Nephew Medical Limited

101 Hessle Road

Hull, HU3 28N
England

A ri
Name:

Position:

Signed:

Dated:

Signat

Cortificate Reference

Product codes:;

Code Size
66800396 Sem X 5cm
66800398 10cm x 10cm
66800399 10cm x 10cm
66800409 10cm x 20cm
66800419 20cm x 40cm
66800432 40cm x 40cm
66800435 10cm x 120cm
66801290 4cm x 15cm
66801291 4em x 25c¢m
66801292 4cm x 35cm
66801293 20cm x 20cm

Reglsterod No 605496 in England & Wales at PO Bax 81, 101 Hessla Road, Hull HU3 28N Smith & Nephew Medical Limited, acting 33 agenl for 7.J Smith and Nephew limited

T+ 44 {0) 1482 225181

-l .
F +44 (0) 1482 328326 7y smlth&nephew

www.smith-nephew.com

BS EN 558-1:2001/AC:2006
BS EN ISO 11137-1:2015
BS EN ISO 11137-2:2015
BS EN I1SO 11607-1:2000
BS EN ISO 14644-1:2015

H. N MAY

SNLR. RA MANAGES. '\

HeA o N . NMany

At APR. 2019 ~/

DC 012, Issue 13
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Tlumognicks dolozka
~=10CNIcka dolozkag

V pieklady isem proved] tylo Opravy

ot e I H / 77 ,
Tlumoc‘.mcky Ukon je zapsan pod pof., &isiem tlumoénického deniku.
Odmeéna uétovana za stran podle Castkou KE.
Nahrada hotovych vyloh ﬁctovéqa podie dokiady; & Castkou Ké.

V Nymburce, dne / -7£ L0419

Mgr. Dagmar Ndzahabato,

L/



