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Evropské prohlaseni o shodé

Toto prohlaseni potvrzuje, Ze nize uvedeny vyrobek spliiuje Zakladni pozadavky stanovené v Pfiloze I
Smémice Rady 93/42/EHS (v platném znéni).

Nazev vyrobce:
Sidlo:

Povéfeny zastupce:

Zdravotnické prostiedky:

Zarazeni:

GMDN Kad a popis:
Nahrazeny GMDN:
Rozsah pouziti:
Prohlaseni:

Certifikat(y) o ovéreni:

Smith and Nephew Medical Limited
101 Hessle Road,

Hull

HU3 2BN

Spojené krélovstvi

Smith & Nephew Orthopaedics GmbH,
AlemannestraBe 14,

78532 Tuttlingen

Némecko

ALLEVYN Ag Adhesive, ALLEVYN Ag Sacrum, ALLEVYN Plata Sacrum,
ALLEVYN Silber Schaumverband Haftend

Ttida III

#7042 — Neadhezni kryti na rany, absorp&ni, antimikrobialni

34614 Antimikrobidini kryti

Viechny dodané varky, u nichZ byl aplikovan postup prohladeni o shodé.
Shoda tohoto vyrobku byla posouzena v souladu s Piilohou I Smémice. Spis
s technickou dokumentaci, jak ji vyZaduje Smérmice, je k dispozidi. Uvedeny
vyrobek byl navren, vyroben a prezkougen v souladu s informacemi,
uvedenymi ve spisu.

ES Certifikat £. CE 00356 Komplexni zajidténi jakosti. Ozndmeny subjekt &.
2797 (British Standards Institute) British Standard Institute, Certifikdt €. MD
76718 Systém fizeni jakosti (BS EN ISO 13485}

British Standard Institute, Certifikt & FM 24676 Systém fizeni jakosti (BSEN
1SO 9001)

Certifikat o pfezkouseni navrhu: CE 518880

Pouzité normy:

BS EN ISO 13485:2016
BS EN ISO S001:2015

BS EN IS0 13726-2:2002
BS EN ISO 13726-4:2003
BS EN ISO 780:2015

BS EN IS0 10993-1:2009
BS EN ISO 10993-3:2014
BS EN ISO 10993-10:2013
BS EN 556-1:2001/AC:2006
BS EN ISO 11607-1:2009
BS EN ISO 11137-2:2015

BS EN ISO 14971:2012
BS EN 13726-1:2002/AC:2003
BS EN 13726-3:2003

BS EN ISO 15223-1:2012
BS EN 1041:2008

BS EN ISO 10993-2:2006
BS EN ISO 10993-5:2009
BS EN ISO 10993-18:2009
BS EN ISO 11137-1:2015
BS EN ISO 11607-2:2006
BS EN ISO 14644-1:2015
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Povéteny signatar:
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Podepsal: podpis necitelny

Dne: 29. BREZNA 2019
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Kody vwrobkd
ALLEVYN Ag Adhesive
Kéd Velikost
656800072 7.5¢cmx7,5cm
66800073 7.5 cm x 7,5 cm (pouze Velka Britanie)
66800074 10 cm x 10 cm
66800075 20 cm x 10 cm (pouze Velka Britanie)
66800076 125cm x 12,5 cm
66800078 12,5 cm x 12,5 cm (pouze Velka Britanie)
66800080 175ecm x 17,5 cm
66800081 17,5 cm x 17,5 cm (pouze Velka Britanie)
ALLEVYN Ag Sacrum
Kod Velikost
66800092 17cmx 17 cm
66800094 , 17 cm x 17 cm (pouze Velka Britanie)
66800095 22 cm x 22 cm
66800097 22 cm x 22 cm (pouze Velka Britanie)

Registratnl £ 605496 v Anglii 2 Walesu, £.0. Bex 91, 101 Hessle Road, Hull HU3 28N, Smith & Nephew Medical Limited, jednalici jako zdstupce T) Smith and
Nephew Limited.
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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:
Superseded GMDN:
Scope of Application;

Declaration:

Varification Certificate(s):

Design Examination Certiflcate:

Standards Applied:

Smith and Nephew Medical Limited

101 Hessle Road,

Hull

HU3 2BN

United Kingdom

Smith & Nephew Orthopaedics GmbH,
Alemannenstrafe 14,

78532 Tuttlingen,

Germany

ALLEVYN Ag Adhesive, ALLEVYN Ag Sacrum, ALLEVYN Plata
Sacrum, ALLEVYN Silber Schaumverband Haftend

Class I

47042 Wound-non adherent Dressing, absorbent, antimicrobial
34614 Dressing, antimicrobial

All 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 1SO 9001)

CE 518880

BS EN ISO 13485: 2018
BS EN ISO 9001: 2015

BS EN 13728-2:2002

BS EN 13728-4: 2003

BS EN ISO 780:2015

BS EN ISO 10993-1:2000
BS EN 1SO 10993-3:2014
BS EN ISO 10893-10: 2013
BS EN 556-1:2001/AC:2006
BS EN ISO 11607-1:2000
BS EN 1SO 11737-2:2015

B85 EN ISO 14871; 2012
BS EN 13726-1: 2002/AC:2003
BS EN 13728-3: 2003

BS EN ISO 15223-1:2012
8BS EN 1041:2008

BS EN ISO 10983-2-2006
BS EN SO 10883-5:2009
BS EN ISO 10903-18: 2000
BS EN ISO 11137-1:20156
BS EN I1SO 11607-2:2006
BS EN ISO 14644 -1:2015

Rogistered No_ 805494 in England & Wales at PO Box 81, 101 Hestle Road, Hull HU3 26N Smilh & Nephew Mecical Limiied, acting is agent for T J Smith and Nephew timéed
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Authorised Signatory:
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h OLeectok
Signed: i E =
Dated: 29 At 2ol
Certificate Reference DC 010/02, Issue 18
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Product codes:

ALLEVYN Ag Adhesive

Code Size £
66800072 7.5cm x 7.5cm

66800073 7.5cm x 7.5¢cm (UK Only)
66800074 10cm x 10cm

66800075 10cm x 10cm (UK Only)
66800076 12.5cm x 12.5cm
66800078 12.5¢m x 12.5cm (UK Only)
66800080 17.6 x 17.5cm

66800081 . 17.5 x 17.5cm (UK Only)
ALLEVYN Ag Sacrum

Code Size

66800082 17cm x 17cm

66800094 17¢m x 17¢m (UK Only)
66800095 22cm x 22cm

66800097 22cm x 22cm (UK Only)

Registeved No 605496 in England & Wales al PO Bax 81, 101 Hessle Road, Hull I3 2BN Smith & Nephew Medical Umiied, atting as zgent for T § Smith and Nephew Limited




Tiumodnicka dolozka

Jako tlumoénik jazyka anglického a ruského jmenovany rozhodnutim krajského soudu v Praze
ze dne 10. prosince 2009  &.j. Spr4107/2009 stvrzuji, Ze preklad souhlasi doslovné s textem
pfipojené listiny. |

V piekladu jsem proved! tyto opravy Qg/

Tlumodnicky tkon je zapsan pod pof. islem / // }(/ / f tlumocnického deniku.

Odména uctovana za stran podie ¢astkou KE.

Nahrada hotovych vyloh Uétovana podle doklada €. Castkou KE.

V Nymburce, dne J é’- a&ﬂ/ 7

Mgr. Dagmar Ndzahabato.




