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Evropské prohlaseni o shodé

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

Nazev vyrobce:
Sidlo:

Povéreny zastupce:

Zdravotnické prostiedky:
Zarazeni:
GMDN Kad a popis:

Rozsah pouziti:
Prohlaseni:

Certifikat(y) o ovéreni:

Pouzité normy:

Smith and Nephew Medical Limited
101 Hessle Road,

Hull

HU3 2BN

Spojené kralovstvi

Smith & Nephew Orthopaedics GmbH,
AlemannestraBe 14,

78532 Tuttlingen

Némecko

INTRASITE Conformable
Ttida IIb sterilni

47764 - Sterilni kryti na rény, zpravidla vyrobené ze zesitovanych
polymemich gelfl na matrici, pfipadné ve formé gelu nanaseného z aplikatoru.

‘ViEechny dodané vérky, u nichZ byl aplikovan postup prohlaseni o shodg.

Shoda tohoto vyrobku byla posouzena v souladu s Pfilohou II Smérmnice. Spis
s technickou dokumentadi, jak ji vyZaduje Smérnice, je k dispozici. Uvedeny
vyrobek byl navrZen, vyroben a prezkougen v souladu s informacemi,
uvedenymi ve spisu,

ES Certifikat C. CE 00356 Komplexni zajiSténi jakosti. Ozndmeny 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 fizeni jakosti (BS EN 1SO 9001)

BS EN ISO 9001:2015

BS EN ISO 13485:2016

BS EN ISO 14971:2012

BS EN 1041:2008

BS EN ISO 10993-2:2006

BS EN ISO 10993-10:2010

BS EN ISO 10993-12:2009

BS EN ISO 10993-1: Oct 2009
BS EN ISO 14644-1:1999/AC:2001
BS EN ISO 13726-1:2002

BS EN ISO 11607-1:2009

BN EN 556-12001/AC:2006

Registratni £, 605496 v Anglil a Walesu, P.O, Box 51, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, jednajici jako zdstupce TJ Smith and

Nephew Limited
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BS EN 150 17665-1:2006
B85S EN iSO 780:1999

BS EN I1SO 10993-5:2009
BS EN 150 10993-11:2006
BS EN ISO 15223:2012

Povéreny signatafr:

JIméno: STEEVE LAMVOHEE
! Pozice: REDITEL PRO REGULACNI ZALEZITOSTI
lJ Podepsal: Podpis netitelny
Dne: 29. BREZNA 2019
Odkaz na Certifikat HU/013 vydani 10
i KODY VYROBKU
! Vyrobené Smith & Nephew Medical Limited, Hull, Velks Britanie
Kad Velikost
66000324 Krytl 10 cm x 10 cm
66000325 Kryti 10 cm x 20 cm
66000326 Kryti 10 cm x 40 cm
66000724 Kryti 10 cm x 20 em
| Vyrobené S&N Medical (Suzhou) Ltd, &ina
Kéd Velikost V
66000324 Kryti 10 cm x 10 ¢cm
66000325 Krytf 10 cm x 20 cm
N 66000326 Kryti 10 cm x 40 cm
66000724 Kryti 10 cm x 20 cm

Registralni & 605496 v Anglil a Walesu, .0, Box 91, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, Jjednajicl 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 Councit 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

INTRASITE Conformable

Class lIb Sterile

47764: A sterile wound covering typically made of
cross-linked polymer gels in sheet form or a gel that is
dispensed with an applicator.

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 ISO 13485)
British Standards Institute. Certificate No. FM 24676
Quality Management System (BS EN 1SO 9001)

BS EN ISO 9001:2015

BS EN ISO 13485:2016

BS EN ISO 14971: 2012

BS EN 1041: 2008

BS EN I1SO 10993-2:2006

BS EN ISO 10993-10:2010
BS EN ISO 10993-12:2009
BS EN ISO 10993-1: Oct 2009
BS EN [SO 14644 -1:1999/AC: 2001
BS EN ISO 13726-1:2002

BS EN ISO 11607-1:2009

BN EN 556-12001/AC:2006

Regislered No 605496 In England & Wales at PO Bax 81, 101 Hessle Read, Hull HU3 2BN. Smilh & Nephew Madical Umited, acling as agent for T J Smith and Nephew,
Limited
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BS EN ISO 17665-1:2006
BS EN ISO 780:1999

BS EN ISO 10993-5:2009
BS EN ISO 10993-11:2006
BS EN ISO 15223:2012

Authorised Signatory :

Name : Steeve Lamvohee
Position : Director, Regulatory Affairs
Signed :

Dated : 29 -2~ e L9
Certificate Reference : HU/013 issue 10
PRODUCT CODES

Manufactured by Smith & Nephew Medical Limited, Hull, UK
Code Size

66000324 10cm x 10cm Dressing
66000325 .~ | 10cm x 20cm Dressing
66000326 __{ 10em x 40cm Dressing
66000724 10cm x 20cem Dressing
Manufactured by S&N Medical (Suzhou) Ltd, China

Cade Size _

66000324 10em x 10cm Dressing
66000325 10cm x 20cm Dressing
66000326 10cm x 40cm Dressing
66000724 10cm x 20cm Dressing

Registored Na 605476 in England & Wales a1 PO Box 81, 101 Hessie Road, Hull HU3 28N Siith & Nephew Medical Limiied, acting 25 agent for T Smith and Neghew,
Limited



Tlumodénicka doloZka

Jako tlumognik jazyka anglického a ruského jmenovany rozhodnutim krajského soudu v Praze
ze dne 10. prosince 2009  &.j. Spr 4107/2009  stvrzuji, 2e pieklad souhlasi doslovné s textem
piipojene listiny.

V piekladu jsem provedl! tyto opravy

Tlumoénicky dkon je zapsan pod poi. &islem / ?f 7}‘/ 4 ? tlumoénického deniku.

Odména aétovana za stran podle Gastkou Ké.

Nahrada hotovych vyloh u&tovana podle dokladt &. ¢astkou KéE.

V Nymburce, dne (7)} a_/ﬂfq

Mgr. Dagmar Ndzahabato.




