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PREKLAD Z ANGLICKEHO JAZYKA.

Smith & Nephew Medical Limited T + 44 (0) 1482 225181 o

101 Hessle Road F + 44 (0) 1482 328326 smith&nephew
Hull, HU3 2BN www.smith-nephew.com

Anglie

Evropské prohlaseni o shodé

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

Nazev vyrohce: Smith and Nephew Medical Limited
Sidlo: 101 Hessle Road,

Hull

HU3 28N

Spojené kralovstvi

PovéFeny zastupce: Smith & Nephew Orthopaedics GmbH,
Alemannestrafie 14,
78532 Tuttlingen
Némecko

Zdravotnické prostiedky: MELOLIN

CUTILIN
Zarazeni: Ttida I sterilni
GMDN Kaéd a popis: 46854 — Neadhezni kryti na rany, absorpcni
Rozsah pouziti: V§echny dodané varky, u nichZ byl aplikovan postup prohlaseni o shodé.
Prohlaseni: Shoda tohoto vyrobku byla posouzena v souladu s Pfilohou V a Piilchou VII

Smérnice. Uvedeny vyrobek byl navren, vyroben a prezkousen v souladu
s informacemi, uvedenymi ve spisu.

Certifikat(y) o ovéreni: ES Certifikat ¢. CE 56481 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 fizeni jakosti {BS EN I1SO 9001)

Pouzité normy:

BS EN 150 9001:2015 BS EN 1SO 13485:2016

BS EN 1SO 14971:2012 BS EN 1SO 17665-1:2006
BS EN 1SO 780:2015 BS EN 1SO 15223-1:2016
BS EN 1SO 10993-5:2009 BS EN 1SO 10993-7:2008
BS EN 1SO 10993-10:2013 BS EN 556-1:2001/AC:2006
BS EN ISO 11737-1:2006/AC:2009 BS EN 15O 14644-1:2015
BS EN 1SO 11737-2:2009 8S EN 1041:2008

BS EN 1SO 11607-1:2009+A1:2014
BS EN 1SO 11607-2:2006+A1:2014

Povéieny signatag:

Jméno: STEEVE LAMVOHEE
Pozice: REDITEL PRO REGULACNI ZALEZITOSTI
Podepsal: podpis necitelny

Registratnf & 605496 v Anglli a Walesu, P.0. Box 91, 101 Hessle Road, Hull HU3 28N, Smith & Nephew Medical Limited, jednajici jako dstupce T1 Smith and
Nephew Limited



PREKLAD Z ANGLICKEHO JAZYKA

Smith & Nephew Medica) Limited T+44 {0) 1482 225181

101 Hessle Roag F+44(0) 1487 328375 smith&neph
Hull, Hu3 2y www.smlth-nephew.corn
Anglie

Dne: 16. DUBNA 2019

Odkaz na Certifikat HU/007 vydani 23

Kédy wrobky

MELOLIN

66974930
66974942
66974943
66974944

66974932
66974939
6697494p
35361358. i
361010137 _
Consumer Select Sterile
10 cm x 10 ¢m Numark
20cm x 10 em Numark

Kédy vyrobkg

o

"

CUTILIN

Registragns &, 605496 v Angll] a Walesu, p.g, Box 91, 101 Hessie Road, Hull Hy3 2BN. Smith & Nephew Medrcat Limited, jednajicy lake 2dstupce T) Smith ang
Nephew Limited



PREKLAD Z ANGLICKEHO JAZYKA

Smith & Nephew Medical Limited T+ 44 (0) 1482 225181

101 Hesste Road F +44 (0) 1482 328326 sm Ith&nephew
Hull, HU3 2BN www.smith-nephew.com
Anglie

Evropské prohlaseni o shodeé

Toto prohlédeni potvrzuje, Ze niZze uvedeny vyrobek spliiuje Zakladni poZadavky stanovené v Priloze 1
Smérnice Rady 93/42/EHS (v platném znéni).

Nazev vyrobce: Smith and Nephew Medical Limited
Sidlo: 101 Hessle Road,

Hull

HU3 2BN

Spojené kralovstvi
Povéreny zastupce: Smith & Nephew Orthopaedics GmbH,

Alemannestraie 14,
78532 Tuttlingen
Némecko

Zdravotnické prostiedky: MELOLIN

CUTILIN
Zarazeni: Trida 1 nesterilni
GMDN Kéd a popis: 46854 — Neadhezni kryti na rény, absorpéni
Rozsah pouziti: Viechny dodané vérky, u nichZ byl aplikovan postup prehlaseni o shodé.
Prohlaseni: Shoda tohoto vyrobku byla posouzena v souladu s Pfilohou VII Smérnice.

Uvedeny vyrobek byl navrZen, vyroben a pirezkousen v souladu s informacemi,
uvedenymi ve spisu.

Certifikat(y) o ovéreni: British Standard Institute, Certifikat &. MD 76718 Systém fizeni jakosti (BS EN
ISO 13485)
British Standard Institute, Certifikat &, FM 24676 Systém fizeni jakosti (BS EN
150 9001)

Pouzité normy:

BS EN 150 9001:2015 BS EN IS0 13485:2016

BS EN 1SO 14571:2012 BS EN ISO 17665-1:2006
BS EN ISO 780:2015 BS EN ISO 15223-1:2016
BS EN 1SO 10993-5:2009 BS EN {SO 10993-7:2008
BS EN ISC 10993-10:2013 BS EN 556-1:2001/AC:2006
BS EN I1SO 11737-1:2006/AC:2009

BS EN 1SO 11737-2:2009 BS EN 1SO 14644-1:2015

BS EN 1SO 11607-1:2009+A1:2014
BS EN ISO 11607-2:2006+A1:2014  BS EN 1041:2008

Reglstraéni £ 605496 v Anglil a Walesu, P.O, Box 91, 101 Hessle Road, Hull HU3 2BN. Smith & Nephew Medical Limited, jednalici jako zéstupce T! Smith and
Nephew Limited



PREKLAD Z ANGLICKEHO JAZYKA

Smith & Nephew Medical Limited T+44 (0) 1482 225181 .

101 Hessle Road F +44 (0) 1482 328326 smith&n
Hull, HU3 2BN www.smith-nephew.com

Anglie

Jméno: STEEVE L AMVOHEE
Pozice: REDITEL PRO REGULACNI ZALEFTTOSTT
Podepsal: podpis necitelny
Dne: 16. DUBNA 2019
Odkaz na Certifikat HU/007 vydani 23
Kédy vyrobkd
MELOLIN
Kéd | Velikost
Nesterilni
66974930 S0cmx7m
66974942 10 ¢m x 10 cm
66974943 10 cm x 20 cm
66974944 20 cm x 30 cm
‘Sterilnj %
66964941 10cmx 10 cm =3
66964940 5cmx5cm 3
66964939 20 cm x 10 cm
66974932 Secmx5cm
66974933 10em x 10 em
66974939 20 cm x 10 cm
£6974940 5cmx5cem
66974941 10 ¢m x 10 cm
36361357 5cmx5cm
36361358 ilcm x 10 em
36101013 S5cmx5cm
36101113 10cm x 10 cm
36101213 10 cm x 20 cm
66801536 10ecm x 10 em
Consumer Select Sterile
66000381 5cmx5em
66000382 10 cm x 10 cm
66000603 10ecmx 10 em
66030260 S5cmx5cm
66030261 10 cm x 10 cm
66800707 10 cm x 20 cm
66965755 3 cm x 5 cm Numark
66965756 10 cm x 10 em Numark
66965757 20 cm x 10 cm Numark
66000602 S5cmx5cm _a
66240261 10cm x 10 cm
66240602 5cmx5em

Registraénf & 605496 v Anglil @ Walesu, P.O, Box 21, 101 Hessle Road, Hull MU3 28N, Smith & Nephew Medical Limited, jednajici jako 2dste
Nephew Limited



PREKLAD Z ANGLICKEHO JAZYKA®

Smith & Nephew Medical Limited T + 44 (0) 1482 225181

101 Hessle Road F +44 (0) 1482 328326 Smlth&HEPhew
Huli, HU3 28BN www.smith-nephew.com
Anglie
Kédy vyrobki
CUTILIN
Kod Velikost
76240 Scmx5cm
76242 10cm x 10 cm
76243 10 cm x 20 cm
36361374 S5cmx5cm
36361375 10emx10cm
76238 45ecmx 7 m

Registrafnl £, 605496 v Anglil a Walesu, P.O. Box 91, 101 Hessle Road, Hull HU3 28N, Smith & Nephew Medical Limited, jednalici jako zdstupce TJ Smith and
Nephew Limited
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Smith & Nephew Medical Ltd.
10t Hessle Road

Hull, HU3 28BN

England

T+ 4401482 225181
F+ 44 (0] 1482 328326
www smith-nephew com

7:;' smith&nephew

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 Addrass :

Authorised
Representative:

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 & Nephew Medical Limited,
101 Hessle Road,

Hull,

HU3 2BN,

United Kingdom.

Smith & Nephew Orthopaedics GmbH,
AlemannenstraBe 14,

78532 Tuttlingen,

Germany

MELOLIN

CUTILIN

Class | Sterile

46854 Wound Non-Adherent Dressing, Absorbent

All baiches supplied to which the Declaration of Conformity

Procedure has been applied.
Conformity of the product has been assessed in accordance with

- Annex V and Annex VI of the Directive. The product listed is

designed, manufactured and tested in accordance with the
information set out in the dossler of Technical Documentation.

EC Certificate No. CE 56481 Production 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 Qualily
Management System (BS EN 1SO 9001)

BS EN IS0 13485:2016

BS EN ISO 17665-1:2006
BS EN ISO 15223-1:2016
BS EN ISO 10993-7:2008
BS EN 556-1:2001/AC:2006

BS EN ISO 9001:2015

BS EN ISO 14971:2012

BS EN 150 780:2015

BS EN ISO 10993-5:2009

BS EN 150 10993-10:2013

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

BS EN ISO 11607-1:2009+A1:2014
BS EN ISO 11607-2:2006+A1:2014 BS EN 1041:2008

BS EN 1SO 14644-1:2015
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HU/007 issue 23

Regislred No 605494 1n England & Weles at PO Eox 81, 101 Hessle Road, Hull 11U3 2BN Smith & Nephew Medical Limited, acling 25 agent lor T J Smith and Neghew

Urnited



Smith & Nephew Medicalltd, T+ 44 (0} 1482 225181 b o

101 Hesslc Road F +44 (0] 1482 328326 " smlth&nephew
Hull, HU3 2By www smith-nephew com

England

Product Codes

MELOLIN
Code Size

Non-Sterile
66874930 | 50cm x 7m
66874842 | 10cm x 10cm
66974943 | 10cm x 20cm
66974044 | 20cm x 30cm
Sterile
] 66964941 | 10cm x 10cm

i 66964940 | 5cm x Scm
: 66964939 | 20cm x 10cm
86974932 | 5cm x S5em

66974933 | 10cm x 10cm
86974939 | 20cm x 10cm
66974040 | 5cm x 5cm

66974941 | 10cm x 10cm
36361357 | 5cm x 5cm

36361358 | 10cm x 10cm
36101013 | 5cm x 5em

36101113 | 10cm x 10em™
136101213 | 10cm x 20cm
66801536 | 10cm x 10cm
Consumer Select Sterile
66000381 | 5cm x 5cm

66000382 | 10em x 10cm
66000603 | 10cm x 10cm
66030260 | Scm x Scm

66030261 | 10cm x 10em
66800707 | 10cm x 20cm
66965755 | S5cm x 5cm Numark
86965756 | 10cm x 10cm Numark
86965757 | 20cm x 10cm Numark
66000602 | Scm x Scm
f 66240261 | 10cm x 10cm
66240602 | 5cm x S5cm

Product Codes

CUTILIN

Code Size

76240 5cm x Scm
76242 10cm x 10cm
76243 10cm x 20cm
36361374 Scm x 5cm
36361375 10cm x 10cm
76238 45cm x 7m

Regisierod No 605496 in England & Wales al PO Box 81, 101 Hessla Raad, Hull HUS 28N Smith & Nephew Medical timiled, acting as agent for T J Smith and Neplew,
timited




Smith & Nephew Madical Lid. T+44 (0) 1482 225181

/ .

101 Hessle Road F+ 44 {0) 1482 228326 e

Hul, HU3 260 ST ephe ~y smith&nephew
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:

Medlcal Devices :
Classification :

GMDN Code and Term :
Scope of Application :

Declaration :

Verification Certificate(s):

Standards Applied :

s nato
Name :

Position :

Signed :

Dated :

Certificate Reference .
Regisired e 005496 0 England 4,

Smith & Nephew Medical Limited,
101 Hessle Road,

Hull,

HU3 28BN,

United Kingdom.

Smith & Nephew Orthopaedics GmbH,

Alemannenstrape 14,

78532 Tuttlingen,

Germany

MELOLIN

CUTILIN

Class | Non-sterile

48854 Wound Non-Adherent Dressing, Absorbent

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

Conformity of the product has been assessed in accordance wih
Annex VIi of the Directive. The product listed is designed,
manufactured and tested in accordance with the information set
outin the dossier of Technical Documentation.

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 SO 14971:2012

BS EN ISO 780:2015

BS EN IS0 10893-5:2009

BS EN SO 10893-10:2013

BS EN IS 11737-1:2008 / AC:2009
BS EN/ISO 11737-2:2009 BS EN ISO 14644-1:2015
BS EN ISO 11607-1:2009+A1:2014

BS EN SO 11607-2:2006+A1:2014 BS EN 1041:2008

BS EN ISO 13485:2018

BS EN ISO 17665-1:2008
BS EN ISO 15223-1:2016
BS EN ISO 10993-7:2008
BS EN 556-1:2001/AC:2006
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Smith & Nephew Medicat Ltd. T+ 44 (0} 1482 225181

101 Hessla Road
Hull, HU3 28N
England

F+44{0} 1482 328326
www smith-nephew com

Product Codas

MELOLIN

7g‘smith&nephew

Code

Size

Non-Sterile

66974930

50cm X 7m

66974042

10cm x 10cm

66074943

10cm x 20cm

66974944

20cm x 30cm

Sterile

66964041

10cm x 10cm

66864040

Scm X S5cm

66064039

20cm x 10cm

66874932

5cm x Scm

66974933

10cm x 10cm

66974939

20cm x 10cm

66974840

Scm x Scm

66974041

10cm x 10cm

36361357

Scm x 5em

363681358

10cm x 10cm

36101013

5cm x S5cm

368101113

—

10cm x 10cm

36101213

10cm x 20cm

68801538

10cm x 10cm

" Consumer Salect Sterile

66000381

5cm x 5cm

66000382

10em x 10cm

66000603

10cm x 10cm

66030260

Scm x 5cm

66030261

10cm x 10cm

86600707

10cm x 20cm

86865755

Bem x 5om Numark

86965756

10cm x 10cm Numark

66065757

20cm x 10cm Numark

66000602

Scm x S5cm

66240261
86240602

10cm x 10em

Becm x Scm

Product Codes

CUTILIN

[Code
76240

76243
36361375

FoandOmmNm |
76242 <

76242 | 10cm x 10cm

531874 Sem x 5cm

(76238 | 45cm x 7m

Size
Scm x S5cm

10cm x 20cm

| 10cm x 10cm

negislﬂld"‘_" 605496 In Englacd & Wales al pO Bax 81, 10} Hessle Road, Hull HU3 28N Smilh & Nephew Medical Limlled, acting as agent for T J Smill and Nephew,

tirmitod



Tlumoénicka dolozka

Jako tlumoénik jazyka anglického a ruskeého
ze dne 10. prosince 2009 ¢.j. Spr4107/2009 stv
piipojené listiny.

imenovany rozhodnutim krajského soudu v Praze
rzuji, Ze preklad souhlasi doslovné s textem

V piekladu jsem proved] tyto opravy

Tlumo&nicky Gkon je zapsan pod pof. &islem /77% 79 /-9’

tlumog&nického deniku,
Odména vétovana za

stran podie Gastkou K&.
Nahrada hotovych vyloh uétovana podle doklady &,

V Nymburce, dne /ﬂ( ‘ fﬂ 6?-/49/ 7

¢astkou Ks.

Mgr. Dagmar Ndzahabato.




