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Evropské prohlaseni o shodé

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

Nazev vyrobce:
Sidlo:

Povéreny zastupce:

Zdravotnické prostfedky:

Zarazeni:
GMDN Kod a popis:

Rozsah pouziti:

Prohlaseni:

Certifikat(y) o ovéfeni:

Smith and Nephew Medical Limited
101 Hessle Road,

Hull

HU3 2BN

Spojené kralovsty

Smith & Nephew Orthopaedics GmbH,
AlemannestraBe 14,

78532 Tuttlingen

Némecko

ALLEVYN Non-Adhesive

Tfida Ilb
44970 — Negelové kryti absorbujici exsudat

Véechny dodané varky, u nichZ byl aplikovan postup prohlageni o shodé.

Shada tohoto vyrobku byla posouzena v souladu s Pilohou 11 Smémice. Spis
s technickou dokumentadi, jak ji vyZaduje Smérnice, je k dispozici. Uvedeny
vyrobek byl navrien, vyroben a pfezkouZen v souladu s informacemi,
uvedenymi ve spisu.

ES Certifikat €. CE 00356 Komplexni zajiSténi jakosti, Oznameny subjekt &,
2797 (British Standards Institute) British Standard Institute, Certifikat & MD
76718 Systém fizeni jakosti (BS EN ISO 13485) British Standard Institute,
Certifikat €. FM 24676 Systém fizenf jakosti (BS EN IS0 9001)

RegistraZnl £. 605496 v Anglil a Walesu, P.0, Box 91, 101 Hessle Road, Hull HU3 2BM. Smith & Nephew Medical Limited, Jednalicl jako 2dstupce T) Smith and

Nephew Limited.



Smith & Nephew Medical Limited
101 Hessle Road

Hull, HU3 2BN

Anglie

Pouzité normy:

Povéreny signatar:
Jméno:
Pozice:

Podepsal:
Dne:

Odkaz na Certifikat

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

BS EN ISO 9001:2015
BS EN ISO 13485:2016
BS EN ISO 14971:2012
BS EN 556-1:2001/AC:2006
BS EN ISO 11137-1:2005
BS EN ISO 11137-2:2015
BS EN 1SO 11137-
1:2006/AC:200%

BS EN ISO 14644-1:2015
BS EN ISO 11607-1:2009
BS EN ISO 11607-2:2006
BS EN ISO 780:2015

BS EN 1SO 1041:2008

Steeve Lamvohee

PREKLAD Z ANGLICKEHO JAZYKA

smith&nephew

BS EN ISO 10993-
1:2009/AC:2010

BS EN ISO 10993-3:2014
BS EN ISO 10993-5:2009
BS EN ISO 10993-10:2013
BS EN ISO 10993-12:2012
BS EN ISO 10993-18:2009
BS EN 13726-1:2002/AC:2003
BS EN 13726-2:2002

BS EN 13726-3:2003

BS EN 13726-4:2003

BS EN ISO 15223-1:2016

REDITEL PRO REGULACNI ZALEZITOSTI

Podpis netitelny
29. BREZNA 2019

HU/008 vydani 38

Vyrobky vyrobené S&N Medical Ltd., Hull, Velka Britanie:

ALLEVYN NON-ADHESIVE
66000663 Kryti 70 cm x 40 cm
66007637 Kryti 10 cm x 10 cm

ALLEVYN HEEL

Vyrobky vyrobené S&N Medical Ltd., Hull, Velka Britanie:

| 66007630

[ Kryti Heel |

Registradni €. 605496 v Anglli a Walesu, P.O. Box 31, 101 Hessle Road, Hull HU3 28N, Smith & Nephew Medical Umited, jednaffc jJako zastupce T) Smith and

Nephew Limited.
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Anglie

VWrobky vyrobené S&N Medical (Suzhou) Ltd., Cina:

66000695 Kryti Heel

66007630 Kryti Heel

66800021 Kryti Heel

66801121 Kryti Heel (ALLEVYN
Schaumverband Ferse Nicht
Haftend)

66801150 Kryti Heel (ALLEVYN
Schaumverband Ferse Nicht
Haftend)

ALLEVYN Non-Adhesive

————— J."Tw":a.t'

Kod Velikost
66000092 Kryti 20 cm x 20 cm
66000093 Kryt{ 15 cm x 15 cm
66000352 Kryti 10 cm x 10 cm
66000353 Kryti 25 cm x 15 ¢m
6607335 Kryti 10 cm x 20 cm
66007637 Kryti 10cm x 10 cm
66007638 Krytf 20 cm x 20 cm
66007643 Kryti 5cm x 5 cm
66007670 Kryti 15 cm x 15 cm
66157335 Kryti 10 cm x 20 cm
66157637 Krytf 10 cm x 10 cm
66157638 Kryti 20 cm x 20 cm
66157643 KrytiScmx5cm
66320769 Kryti 10 cm x 20 cm
66320870 Kryti 21,5 cm x 21,5 cm
66320871 Kryti 11cmx 1l cm
66800013 Kryti 15 cm x 15 cm
66800020 Kryti 10 cm x 20 cm
66800022 Kryti 10 cm x 10 cm
66800023 Kryti 20 cm x 20 cm
66800024 KrytiS5ecmx5cm
66801116 4,5 cm x 5,5 cm {ALLEVYN
Schaumverband Nicht
Haftend)
66801117 9c¢m x 11 cm (ALLEVYN
Schaumverband Nicht
Haftend)

Reglstratni £, 605496 v Anglli a Walesy, P.O. Box 81, 101 Hessle Road, Hull HU3 28N, Smith & Nephew Medical Limited, Jednallci jako z&stupce T) Smith and
Nephew Limited.
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Kod Velikost
66801118 9 cm x 21 cm {(ALLEVYN
Schaumverband Nicht
Haftend)
66801119 14 cm x 16 cm (ALLEVYN
Schaumverband Nicht
Haftend)
66801120 19 cm x 21 cm (ALLEVYN
Schaumverband Nicht
Haftend)
66801145 4,4 cm x 5,5 cm (ALLEVYN
Schaumverband Nicht
Haftend)
66801146 9cmx 11 cm (ALLEVYN
Schaumverband Nicht
Haftend)
66801147 9cm x 21 cm (ALLEVYN
Schaumverband Nicht
Haftend) _
66801148 14 cm x 16 cm(ALLEVYN
Schaumverband Nicht
Haftend)
66801149 19 cm x 21 cm {ALLEVYN
Schaumverband Nicht
Haftend)
66000663 Kryti 70 cm x 40 cm

ReglstraZnl & 605496 v Anglli a Walesy, P.O. Box 91, 101 Hessle Road, Hull HU3 26N. Smith & Nephew Medical Limited, jednajlef jako zdstupee T) Smith and
Nephew Limited.
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England

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 (as amended).

Manufacturer’s Name :
Business Address :

Authorised
Representative:

Medical Devices :
Classification :
GMDN Code and Term :

Scope of Application :

Declaration :

Verification Certificate(s):

Smith & Nephew Medical Limited,
101 Hessle Road,

Hull,

HU3 2BN,

United Kingdom.

Smith & Nephew Orthopaedics GmbH,
AlemannenstraBe 14,

78532 Tuttlingen,

Germany

ALLEVYN Non-Adhesive

Class llb
44970 - Exudate-absorbent dressing, non-gel

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

Conformity of the product has been assessed in
accordance with Annex Il 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 ISO 13485)
British Standards Institute. Certificate No. FM 24676
Quality Management System (BS EN SO 9001)

Ragistarad No 605496 in England & Wales a1 PO Bax 81, 101 Hessla Road, Hull HUJ 28N Smith & Nephew Medical Limited, aciing 83 agent for T J Smith and Nephew,
Limited



Smith & Nephaw Medical Ltd,
101 Hessle Road

Hull, HU3 28N

England

Standards Applied :

Authorised Signatory :

Name :
Position :
Signed :
Dated :

Certificate Reference :

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

BS EN 150 9001:2015

BS EN I1SO 13485:2016
BS EN 150 14971:2012
BS EN 556-1:2001/AC:2006
BS EN 1SO 11137-1:2015
BS ENISO 11137-2:2015
BS EN 1SO 11737-
1:2006/AC:2009

BS EN IS0 14644-1:2015
BS EN I1SO 11607-1: 2009
BS EN I1SO 11607-2:2006
BS EN 150 780:2015

BS EN ISO 1041: 2008

Steeve Lamvohee

Director, Regulatory Affairs
2\

28 - H R~ 11
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Products manufactured by S&N Medical Ltd., Hull, UK:

ALLEVYN NON-ADHESIVE

66000663

70cm x 40cm dressing

66007637

10cm x 10cm dressing

ALLEVYN HEEL

Products manufactured by S&N Medical Ltd., Hull, UK:

| 66007630 | Heel Dressing

- smith&nephew

BS EN ISO 10993-
1:2009/AC:2010

B5 EN 150 10893-3:2014
85 EN 150 10993-5:2008
BS EN 1SO 10993-10:2013
BS EN 1SO 10993-12:2012
BS EN IS0 10993-18:2009
BS EN 13726-1:2002/AC: 2003
BS EN 13726-2: 2002

BS EN 13726-3: 2003

BS EN 13726-4: 2003

BS EN iSO 15223-1:2016

Regisiensd No. 605496 In England & Wales at PO 8ax 81, 101 Hessk: Rood, Hull HUJ 28N, Smith & Naphaw Medical Limited, acting as ageni for T Smith and Nephew,
Limited



101 Hessle Road
Hull, HU3 2BN

Smith & Nephew Medical Ltd. T+ 44 [0 1482 225181

F + 44 {0) 1452 328326
www.smith-nephew com

England
Products manufactured by S&N Medical {Suzhou) Ltd., China:

.y
%

66000695 | Heel Dressing
66007630 | Heel Dressing
66800021 | Heel Dressing
66000773 | Heel Dressing
66801121 | Heel Dressing {ALLEVYN
Schaumverband Ferse Nicht
Haftend)
66801150 | Heel Dressing (ALLEVYN
Schaumverband Ferse Nicht
Haftend}
ALLEVYN Non-Adhesive
Code Size
66000092 20cm x 20cm dressing
66000093 15cm x 15¢m dressing
66000352 10cm x 10cm dressing
66000353 15¢m x 15¢m dressing
66007335 10cm x 20cm dressing
; 66007637 10cm x 10cm dressing
66007638 20cm x 20cm dressing
}' 66007643 5cm x 5¢m dressing
66007670 15¢m x 15cm dressing
- 66157335 10cm x 20cm dressing
*' 66157637 10cm x 10cm dressing
! 66157638 20cm x 20cm dressing
66157643 5cm x 5em dressing
- 66320769 10cm x 20cm dressing
66320870 21.5¢cm x 21.5cm dressing
66320871 Tlcm x Tiem dressing
66800013 15cm x 15¢m dressing
66800020 10cm x 20cm dressing
66800022 10cm x 10cm dressing
66800023 20cm x 20cm dressing
66800024 5cm x 5¢cm dressing
6680116 4.5cm x 5.5cm (ALLEVYN
Schaumverband Nicht
Haftend)
668017 9cm x 1lem (ALLEVYN
Schaumverband Nicht
Haftend)

smith&nephew

chlskmdNo,ﬁDSd?ﬁhangland&w:lesaIPoBm(al.thuslaRuad.Hulll-l.lazaﬂ,Smih&Nep!mwMedluIMIad,adhgnagmtl«TJSmHhardNephew.

Limiled.



Smith & Nephew Medical Lid. T +44 (0] 1487 225181

101 Hessle Road F + 44 (0) 1482 328326

Hull, HU3 2BN www.smith-nephew.com

66801118 9cm x 21cm (ALLEVYN
Schaumverband Nicht
Haftend)

66801119 14cm x 16¢cm (ALLEVYN
Schaumverband Nicht
Haftend)

66801120 19cm x 21cm (ALLEVYN
Schaumverband Nicht
Haftend)

66801145 4.5¢m x 5.5cm (ALLEVYN
Schaumverband Nicht
Haftend)

66801146 9cm x 11em (ALLEVYN
Schaumverband Nicht
Haftend)

66801147 9cm x 21cm (ALLEVYN
Schaumverband Nicht
Haftend)

66801148 14cm x 16cm {ALLEVYN
Schaumverband Nicht
Haftend)

66801149 19¢cm x 21cm (ALLEVYN
Schaumverband Nicht
Haftend)

66000663 70cm x 40cm dressing

>¢ smith&nephew

Registered No, 605495 In England & Wales at PO Box 81, 101 Hessle Road, Hull HUD 2B Smith & Nephew Medical Limbed, acting as agenl for T ) Smith and Nephew,

Umlted,



Tlumoénicka dolozka

Jako tlumoénik jazyka anglického a ruského jmenovany rozhodnutim krajského soudu v Praze

ze dne 10. prosince 2008  &.j. Spr 4107/2009  stvrzuji, Ze preklad souhlasi doslovné s textem
pfipojené listiny.

@ V prekladu jsem provedl tyto opravy 9’
Tiumoénicky dkon je zapsan pod pof. Eislem / f 4 ﬂ/ // tlumoénického deniku.
Odména Gcétovana za stran podle castkou KE.
Nahrada hotovych vyloh uétovana podle dokladi €. gastkou K&.

V Nymburce, dne 0’ : ,,2 JO/ ?

Mgr. Dagmar Ndzahabato.




