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smith&nephew

Evropské prohlaseni o shodé

Toto prohlaSeni potvrzuje, Ze niZe uvedeny vyrobek splfiuje Zakladni pozadavky stanovené v Pfiloze 1
Smérnice Rady 93/42/EHS (v platném zn&n),

Nazev vyrobce:
Sidlo:

Povéreny zastupce:

Zdravotnické prostiedky:

Zarazeni:
GMDN Kdéd a popis:

Rozsah pouziti:

Prohlageni:
Certifikat(y) o ovéreni:

PouzZité normy:

Smith and Nephew Medical Limited
101 Hessle Road,

Hull

HU3 2BN

Spojené kralovstvi

Smith & Nephew Orthopaedics GmbH,
AlemannestraBe 14,

78532 Tuttlingen

Némecko

Jelonet

Trida ITa
46855 — Neadhezni kryti na rany, prostupné

V3echny dodané vérky, u nichz by aplikovén postup prohléeni o shodé.

Shoda tohoto vyrobku byla posouzena v souladu s Pfilohou I Smémice., 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.

ES Certifikat €. CE 00356 Komplexni zajisténi jakosti. Ozndmeny subjekt &.
2797 (British Standards Institute) British Standard Institute, Certifikit & MD
76718 Systém fizeni jakosti (BS EN ISO 13485) British Standard Institute,
Certifikdt €. FM 24676 Systém fizeni jakosti (BS EN ISO 9001)

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 11137-1:2015

BS EN ISO 11137-2:2015

BS EN ISO 11737-1:2006/AC:2009
BS EN ISO 11737-2:2009

BS EN ISO 14644-1:2015

BS EN ISO 11607-1:2009

Registralni £ 605496 v Anglii a Walesu, .0, Box 91, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical imited, Jednajic| jako zastupce T) Smith and

Nephew Limited



PREKLAD Z ANGLICKEHO JAZYKA

T +44 {0} 1482 225181

i:)“;t::s::e:::: Medical timited F + 44 (0) 1482 328326 sm ith&nephew
Hull, HU3 2BN www.smith-nephew.com
Anglie
EN ISO 780:2015
BS EN ISO 1041:2008
BS EN ISO 10993-1:2009/AC:2010
BS EN ISO 10993-5:2009
BS EN ISO 10993-10:2013
BS EN ISO 15223-1:2012
Povéieny signatar:
Iméno: STEEVE LAMVOHEE
Pozice: REDITEL PRO REGULACNT ZALEZITOSTI
Podepsal: Helen M. May, Senior manaZer pro regulaéni zaleZitosti
Dne: 16. DUBNA 2019
Odkaz na Certifikat HU/035 vydani 18
KODY VYROBKU
Kéd Velikost
Jelonet
Pouch {pouzdro)
7403 5cmx5cm
7404 10cmx 10cm
7409 10cmx 10cm
7415 15 ecm x 2 m role
7459 10cm x40 cm
66007450 10cmx 10 cm
Consumer
Select (Zikaznicky vybér)
66320338 10cmx10cm
66320572 5cmx5cm
66000678 ScmxScm
Menat Retail Pack
(Maloobchodni baleni pro
MENAT)
66801534 10cm x 10 cm

Registralni £ 605496 v Anglil a Walesu,

Nephew Limited

P.0. Box 91, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, jednajici jako zdstupce TJ Smith and




Smith & Nephew Medicat Ltd. T+ 44 [0} 1482 225181 ' / .

10t Hessle Road F + 44 |0) 1482 328326 .

Hulf, HU3 2BN www.smith-nephaw.com ’ ‘ sm‘th&nephew
England

EUROPEAN DECLARATION OF CON.FORMITY

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):

Standards Applied :

Smith & Nephew Medical Limited,
101 Hessle Road,

Hull,

HU3 2BN,

United Kingdom.

Smith & Nephew Orthopaedics GmbH,
AlemannenstraBe 14,

78532 Tuttlingen,

Germany

Jelonet

Class lla

46855 Wound-non-adherent dressing, permeable
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 ISO
9001)

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 11137-1:2015

BS EN ISO 11137-2:2015

BS EN ISO 11737-1:2006/AC:2009

BS EN ISO 11737-2:2009

BS EN ISO 14644 -1:2015

BS EN ISO 11607-1: 2009

Reglsterad to 605496 In England & Wales at PO Box 81,101 Hessla Road, Hull HU3 281 Smith & Nephew Medical Limited, acting as agent ior T Smith and Nephew,
Limifed
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i Smith & Nephew Madical Ltd. T+ 44 [0) 1482 225181 ) .

{ 101 Hessle Road F + 44 {0}1482 328326 o~

d Hull, HU3 28N www.simith-nephew com % smlth&nep hew
England

: EN ISO 780:2015

: BS EN I1SO 1041: 2008

BS EN ISO 10993-1:2008/AC:2010
BS EN ISO 10993-5:2009

BS EN ISO 10893-10:2013

BS EN ISO 15223-1:2012

Authorised Signatory :

Name : STE el g Ao ee
Position : & pLeets(l
1 Signed : L=
Dated : lo— PR —~ =t}
k Certificate Reference : HU/035 issue 18
PRODUCT CODES
Code Size
Jelonet
Pouch
7403 5cm x 5cm
| 7404 10cm x 10cm
] 7409 10cm x 10em
] 7415 15cm x2mona
i roll
] 7459 10cm x 40cm
66007450 10cm x 10cm
Consumer
Select
Q 66320338 10cm x 10cm
: 66320572 Scm x S5em
66000678 Scm x S5cm
Menat
Retail Pack
66801534 10cm x 10cm

Registerod No 605494 in England & Wales a1 PO ax 81, 10} Hesal Road, Hull HUS 28BN Smith & Nephew Madical Umited, acting as agent for T J Smith and Nephew,
Limited




Tlumognicks dolozka
Jako tiumognlk jazyka anglického a ruského jmenovany rozhodnutim krajského soudu v Praze
ze dne 10. prosince 2009  &.]. Spr4107/2009 stvrzuji, 2e pfeklad souhlas! doslovné s textem
pfipojené listiny.
V prekladu jsem proved| tyto opravy ﬁ/
Tlumocnicky Ukon je zapsan pod pot. &lslem / Zf / // 9 tlumocnického denfku,
Odmeéna Gétovana za stran podle Gastkou KE.
Nahrada hotovych vyloh G&tovana podle dokladi & ¢astkou Ke.

V Nymburce, dne pd -; &4?

Mgr. Dagmar Ndzahabato.




