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Smith & Nephew Medical Led.
Jul Vessle Kowd

Hull HUi3 268N

Tunghund

T 44(0) 1482 225 18]
F 44 (0) 1482 328 320
www smith-nephew com
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EUROPEAN DECLARATION OF CONFORMITY

This Dec!aration confirms that the product listed below meets the Essential Requirements set out in Annex [ of the
Council Directive 93/42/EEC (as amended),

Manufacturer’'s Name :
Business Address :

Medical Devices :

Classification :
GMDN Code and Term :
Scope of Application :

Declaration :

Verification Certificate(s):

Standards Applied :

Authorised Signatory :
Name :

Position :

Signed :

Dated :

Certificate Reference

Smith and Nephew Medical Limited

101 Hessle Road

Hull

HU3 2BN

United Kingdom

V3000

1V3000 1-Hand

Class I Sterile

34864 — Bandage, Adhesive

All batches supplied to which the Declaration of Conformity Procedure has
been applicd

Conformity of the product has been assessed in accordance with Annex Vi1
of the Directive The product listed is designed, manufactured and tested in
accordance with the information set out in the dossicr of Technical
Documentation,

EC Certificate No, CE 56481 Production Quality Assurance. Notified Body
No. 0086 (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 IS0 9001)

BS ENISO 14971: 2012
BS EN 1SO 9001: 2008
BS ENISO 11607-2:2009
BS EN 13726-2: 2002 BS EN 13726-3: 2003

BS EN 980: 2008 BS EN ISO 780:2015

BS EN 1041: 2008 BS EN 556-1:2001/AC:2006
BS EN ISO 10993:3-2014 BS EN IS0 10993-5:2009
BS EN IS0 10993-10:2013 BS EN ISO 10993-18: 2009
BS EN ISO 10993-2:2006 BS EN [SO 10993-12:2012
BS ENISO 10993-1:2009

BS EN SO 10993-7:2008/ AC:2010
BS EN 150 14644 -1:1999

BS EN ISO 15223-1:2012

= BSENISO 11135:1-2014
BS ENISO 11607-1: 2009

BS EN IS0 13485: 2012

Samantha Neilson
Regulatory Affairs Manager
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Registered No. 605496 in England and Wales at the above address
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Preklad z anglického jazyka

Smith&Nephew Medical Ltd.
101 Hessle Road

Hull, HU3 2BN

Anglie

T 44 (0) 1482 225 181
F 44 (0) 1482 328 326
www smith-nephew.com

smith&nephew

EVROPSKE PROHLASENI O SHODE
Toto prohladeni potvrzuje, ¥e niZe uvedeny vyrobek spliuje zakladni poZadavky stanovené v Piloze | smémice
Rady 93/42/EHS (v platném znéni).

Niézev vyrobce: Smith and Nephew Medical Limited
Sidlo: 101 Hessle Road

Hull

HU3 2BN

Spojené kralovstvi

1V3000

IV3000 | HAND

Ttida I, sterilni

Zdravotnické prostiedky:

Klasifikace:

GMDN kéd a oznadeni:
Rozsah pouZiti:

Prohli3eni:

OsvEdeeni ovEfujici
shodu:

PouZité normy:

34864 — obvaz, adhezivni

Viechny dodavané 3arZe, u nichZ byl pouZit postup pro Prohlaseni o
shodé.

Shoda vyrobku byla posouzena v souladu s Pfilohou V11 uvedené
smérnice. Dany vyrobek je navrZen, vyroben a odzkouden podle udaji
uvedenych ve sloZce technické dokumentace.

ES osvédeeni ¢&. CE 56481 Zabezpetovani jakosti vyroby. Notifikovana
osoba ¢. 0086 (British Standards Institute)

British Standards Institute. Osvédceni ¢. MO 76718 Systém fizeni jakosti (BS
EN ISO 13485)

British Standards Institute. Osvéd&eni ¢. FM 24676 Systém Fizeni jakosti (BS
EN ISO 9001)

BS EN ISO 14971: 2012
BS EN ISO 9001: 2008
BS EN ISO 11607-2:2009
BS EN 13726-2: 2002

BS EN 980: 2008

BS EN 1041: 2008

BS EN ISO 11135:1-2014
BS EN ISO 11607-1: 2009

BS EN 13726-3: 2003
BS EN ISO 780:2015
BS EN 556-1:2001/AC:2006

BS EN ISO 10993:3-2014

BS EN ISO 10993-10:2013

BS EN ISO 10993-2:2006

BS EN ISO 10993-1:2009

BS EN ISO 10993-7:2008/ AC:2010
BS EN ISO 14644 -1:1999

BS EN ISO 15223-1:2012

Osoba opravnénd k podpisu:

Jméno: Samantha Neilson
Pozice: ManaZerka pro regulatorni zdleZitosti
Podpis: v.z. nelitelny

Dne: 10.03. 2016 .
Udaje o osv&d¥eni: HU/004 vydani 026

C. 605496 zaregistrovano v Anglii a Walesu na vyse uvedené adrese

BS EN ISO 10993-5:2009
BS EN ISO 10993-18: 2009
BS EN ISO 10993-12:2012

BS EN ISO 13485:2012

SUSAN (pFijment neditelné)
REDITELKA PRO RA



Tlumoénicka dolozka

Jako tlumo¢nice jazyka ¢eského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem pfipojené listiny.
Tlumoénicky tikon je zapsan v deniku pod pof. & LS dne 29.¢ 2016.

Translator’s Clause:

As a court translator to English appointed by the decision of the Regional Court in Prague on November 15,
1991, file. No. Spr. 698/91, I hereby certify that my translation corresponds with the original document. The
translation is recorded in the translator’s book of records under No. on ,2016.
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Tlumoé¢nice /  Translator







