bsi.
EC Certificate - Full Quality Assurance Si/ygfé?h

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

=

No. CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN
United Kingdom

In respect of:

See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required. ,

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797)::

3

ouw\ C Rl

Gary E Slack, Senior Vice President Medical Devices

First Issued: 1994-12-05 Date; 2026-01-31 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 8

Validity of this certificate is conditional on the quality system being maintained to the requitements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI. ’

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M, Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A rmember of BSI Group of Companies.




bsi.

Certificate No: CE 00356

Certificate Scope: -

The design and manufacture of sterile or non-sterile wound management products in the
following categories: wound dressings (see supplementary page}, medicated wound
dressings, wound dressings utilising animal derived materials (porcine gelatin), medicated
bandages, medicated bandages utilising animal derived materials (porcine gelatine}, cavity
wound dressings, wound preparations, wound monitoring devices, multi-layer bandage
systems, Negative Pressure Wound Therapy Systems (NPWT), abdominal dressing kits for use
with NPWT, drain kits and drain accessory kits for use with NPWT, and hydrosurgery systems
for wound debridement.

Those aspects of Annex II relating to securing and maintaining sterilty in the assembly of
procedure packs in accordance with Article 12 of the Medical Device Directive.

First Issued: 1994-12-05 Date: 2020-01-31 Expiry Date: 2024-05-26

.making excellence a habit”
Page 2 of 8

Validity of this certificate is conditional on the quality system being maintained tc the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSL

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Metherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



By Royal Charter

" EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To:

Smith & Nephew Medical Ltd

101 Hessle Road
Hull

HU3 2BN

United Kingdom

Number

Class ITI

Intended Use per IFU

.+ MD 0301
MDS 7001
MDS 7006

Antimicrobial wound dressings

| CE 96076

Refer to Design Examination
certificates: -
CE 01105

CE 01409

CE (01714

CE 511078

CE 518880

1 CE 521887

CE 544419
CE 547893
'CE 568730
CE 90692

I MD 0301 |

MDS 7006

MDS 7002 "

Wound dressings containing

. porcine gelatine

' certificates:

CE 01714

CE 650269

First Issued: 1994-12-05

Date: 26206-01-31

Expiry Date: 2024-05-26

..making excellence a habit”

Page 30of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BST Group The Netherlands B.V. registered in The Netherlands under 33264284,

A member of BSI Group of Companies.
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By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN
United Kingdom
Number Device Name Intended Use per IFU
Class ITb V |
{ MD 0301 Foam wound dressings Wound managemént" by‘
secondary intention on chronic
and acute; full thickness, partial
thickness or shallow; granulating, |
- exuding wounds. Can also be
used for pressure ulcer
prevention _
MD 0301 1 Hydrogel wound dressings 1 Management of shallow and
deep open wounds healing by
, , o secondary intent _
| MD 0301 Odour absorbing non-woven - For use on malodorous, partial to
; wound dressings full thickness wounds and as a
| secondary dressing for superficial
‘ ’ to full thickness wounds
MD 0303 o ' Wound preparation devices For the improvement/ .
management of the wound
environment to promote healing
' in acute and chronic wounds
1 MD 0301 : Superabsorbent wound dressings | For the treatment and
' “management of exuding wounds

First Issued: 1994-12-05

Date: 2020-01-31

Expiry Date: 2024-05-26

..making excellence a habit”

Page 4 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
survelllance activities of the Natified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSL

This certificate was issued elecironically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,

A mempber of BSI Group of Companies.




By Royal Charter

EC Certificate - Full' Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Huli
HU3 2BN
United Kingdom
Number Device Name Intended Use per IFU
MD 0301 Multi-layer bandage systems For the management and
treatment of venous leg ulcers
_ and associated conditions
MD 0301 { Alginate wound dressings To treat pressure sores and
- venous leg ulcers, with moderate
to heavy exudate. To facilitate
, the control of minor bleeding.
MD 0301 Gauze wound dressings ' For the management of partial
and full thickness wounds. For.
post-surgical covering over
epithelial autograft sites and a
means of stenting or anchoring
- skin substitutes. Can be used in
- conjunction with S&N Negative
. Pressure Wound Therapy (NPWT)
: » systems = '
MD 1104 % Hydrosurgery systems Intended for wound debridement

(acute, chronic wounds and
burns), soft tissue debridement
and cleansing of the surgical site

First Issued: 1994-12-05

Date: 2020-01-31

Expiry Date: 2024-05-26

..making excellence a habit”

Page 5 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSIL.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein S, 1066 EP Amsterdam, The Nethetands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,

A membar of BSI Group of Companies.
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Supplementary Information to CE 00356

Issued To:

Smith & Nephew Medical Ltd
101 Hessle Road

Hull

HU3 2BN

United Kingdom

By Royal Charter

EC Certificate - Full Quality Assurance System

Number

Device Name

Intended Use per IFU

MD 0301

Cellulose based wound dressings

Wound ménagement by
secondary intention on chronic- -
and acute; full thickness, partial |

| thickness or shallow; granulating, | .
“exuding wounds

MD 0301

Hydrocoiloid wound dressings

| For use in the management of

dry or lightly exuding wounds to

“moderately exuding wounds

MD 1103

Single use negative pressure
wound therapy (NPWT) systems
and associated dressing kits

For patients who would benefit
from a suction device (negative
pressure wound therapy) as it

.may promote wound healing via
- removal of low to moderate

levels of exudates and infectious

| materials -

MD 1103

3

| Traditional negative pressure

wound therapy (NPWT) systems
and associated dressing kits

For patients who would benefit
from a suction device (negative

' pressure wound therapy) as it

may promote wound healing via
removal of low to moderate
levels of exudates and infectious

~materials

First Issued: 1994-12-05

Date: 2020-01-31

Expiry Date: 2024-05-26

..making excelience a habit”

Page 6 of 8

Validity of this certificate is conditional on the quality system being maintained to the requitements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agread with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Metherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.

A member of BSI Group of Companies.




By Roval Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00356

Issued To: Smith & Nephew Medical Ltd
101 Hessle Road
Hukl
HU3 2BN
United Kingdom

Number Device Name | ' Intended Use per IFU

MD 0301 Abdominal dressing kits Indicated for temporary bridging

1 of abdominal wall openings
where primary closure is not
possible and / or repeat
1 abdominal entries are necessary.
It is intended to be used in open
- abdominal wounds with exposed
viscera, including but not limited
to abdominal compartment
syndrome o
MD 0303 Wound drainage kits Intended to be used in
conjunction with Smith &

| Nephew Negative Pressure
" ' Wound Therapy (NPWT) Systems |

o

First Issued: 1994-12-05 Date: 2020-01-31 Explry Date: 2024-05-26

..making excellence a habit”
Page 7 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
survelllance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M, Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.




EC Certificate - Full Quality Assurance Sf/vstéﬁ’nt

Supplementary Information to CE 00356

Issued To; Smith & Nephew Medical Ltd

101 Hessle Road
Hull
HU3 2BN
United Kingdom
Number .Device Name Intended Use per IFU
| Class Ila " )
_ MD 0302 o Skin closure devices -
MD 0301 | - Film wound dressings [
MD 0301 | ‘Tulle Gras wound dressings -
MD 0301 , Foam wound dressings -
MD 0301 | Hydrogel wound dressings -
First Issued: 1994-12-05 Date: 2020-01-31 Expiry Date: 2024-05-26

..making excellence a habit”
Page 8 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named an this certificate, unless specifically agreed with BSI

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 8, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BS! Group The Netherlands B.V. registered in The Netherlands under 33264284.
A mermber of BSI Group of Campanies.



bsi
ES certifikat —~ systém zajisténi kvality

smérnice 93/42/EHS o zdravotnickych prostfedcich, pfiloha II vyjma &lanek 4

v

C. CE 00356

Vydan komu: , Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN

Spojené kralovstvi

Ohledné:
Viz strana rozsahu certifikatu

na zaklad€ naseho Setfeni systému zajisténi kvality podle poZadavk{ smérnice Rady 93/42/EHS, pfiloha II
kromg &lanku 4. Systém zajisténi kvality splfiuje poZadavky smérnice. Pro umist&ni na trh vyrobk{ t¥idy III
je pozadovaén certifikat podle pfilohy II &lanku 4.

Za a jménem BSI, notifikovaného subjektu pro vy$e uvedenou smérnici (&fslo notifikovaného subjektu
2797).

[podpis]
Gary E Slack, Senior vice-prezident pro zdravotnické prostiedky

Poprvé vydén: 5. prosince 1994 Datum: 31. ledna 2020 Plati do: 26. kvétna 2024

'

...u¢inime dokonalost zvykem™

Strana 1z8

Platnost tohote certifikatu je podminéna tim, Ze systém kvality bude stdle vhovovat poadavik@m smérice
prostfednictvim poZadovanych kontrolnich postupi notifikovaného subjektu. Tento souhlas vyluduje
viechny produkty navrZené anebo vyrobené teti stranou jménem spolednosti uvedené v tomto osvédden,
neni-li vyslovné schvéleno jinak ze strany BSI.

Tento certifikat byl vydan elektronicky a je vazan podminkami smiouvy.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31
20 346 0780 '

BSI Group The Netherlands B.V. zapsana v Nizozemi pod dslem 33264284

Clen skupiny spole&nosti BSI.



Certifikét ¢.: CE 00356

Rozsah certifikatu:

Navrh a vyroba sterilnich a nesterilnich produktli pro oSetfovani ran v nasledujicich kategoriich: kryti na
rany (viz doplnkova strana), medikovana kryti na rany, kryti na rany vyuZzivajici zvitec derivované materialy
(prasedi zelatina), medikované obvazy, medikované obvazy vyuZivajici zvifed derivované materialy (prasedi
Zelatina), kryti na hiuboké rany, pfipravky na rany, monitorovadi prostfedky na rany, vicevrstvé obvazové
systémy, systémy léCby ran negativnim tlakem (NPWT), sady pro bfisni kryti pro uZiti s NPWT, drendzni
sady a sady drendZniho pfisluSenstvi pro pouZiti s NPWT a hydrochirurgické systémy pro odstranéni
odumfelé kliZe v rané.

Tyto aspekty prilohy II tykajici se zajiSténi a udrZeni sterility v balenich pro chirurgické vykony podie ¢lanku
12 smérnice o zdravotnickych prostiedcich.

Poprvé vydan: 5. prosince 1994 Datum: 31. ledna 2020 Plati do: 26. kvétna 2024

' ...uCinime dokonalost zvykem™

Strana 2z 8

Platnost tohoto certifikatu je podminéna tim, Ze systém kvality bude stéle vyhovovat poZadavklim smérnice
prostiednictvim poZadovanych kontrolnich postupll notifikovaného subjektu. Tento souhlas vyluCuje
vSechny produkty navrzené anebo vyrobené teti stranou jménem spolecnosti uvedené v tomto osvédCeni,
neni-li vyslovné schvaleno jinak ze strany BSL

Tento certifikat byl vydan elektronicky a je vazan podminkami smiouvy.,

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31

20 346 0780
BSI Group The Netherlands B.V. zapsana v Nizozemi pod &islem 33264284

Clen skupiny spoletnosti BSL



bsi

ES certifikat — systém zajisténi kvality

Doplitkové informace k CE 00356

v

C.
Vydan komu:

CE 00356
Smith & Nephew Medical Ltd
101 Hessle Road

Hull
HU3 2BN
Spojené kralovstvi

Cislo

Nazev prostredku

Zamyslené uziti dle IFU

Tiida III

MD 0301
MDS 7001
MDS 7006

Antibakterialni kryti ran

Odkazuje na certifikaty kontroly
navrhu:
CE 01105
CE 01409
CE 01714
CE 511078
CE 518880
CE 524887
CE 544419
CE 547893
CE 568730
CE 90692
CE 96076

MD 0301
MDS 7002
MDS 7006

3

Kryti ran obsahujici veprovou
Zelatinu

Odkazuje na certifikaty kontroly
navrhu:
CE 01714
CE 650269

“

Poprvé vydéan: 5. prosince 1994

Datum: 31. ledna 2020

Plati do: 26. kvétna 2024

...u¢inime dokonalost zvykem™

- Strana3z8

Platnost tohoto certifikétu je podminéna tim, Ze systém kvality bude stéle vyhovovat poZadavkiim smérnice
prostfednictvim poZzadovanych kontrolnich postupl notifikovaného subjektu. Tento souhlas wylutuje

vsechny produkty navrZené anebo vyrobené tfeti stranou jménem spolecnosti uvedené v tomto osvédcen,
neni-li vyslovné schvéleno jinak ze strany BSI.

Tento certifikat byl vydan elekironicky a je vazan podminkami smiouvy.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31

20 346 0780

BSI Group The Netherlands B.V. zapsana v Nizozemi pod Cislem 33264284

Clen skupiny spoleénosti BSL.




bsi
ES certifikat — systém zajisténi kvality

Dopliikové informace k CE 00356

v

C. CE 00356

Vydan komu: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN

Spojené kralovstvi

Cislo Nézev prostiedku Zamyslené uZiti dle IFU

Tiida III
MD 0301 Pénova kryti ran Sekundarni lé¢ba chronickych a -
akutnich ran; plna tloustka,
Castecna tloustka nebo mélké
rany; granulujici nebo exsudujici
rany. Lze pouZit rovnéz pro
tlakovou prevenci viedd
MD 0301 - Hydrogelova kryti ran Sekundarni [é&ba mélkych a
hlubokych otevFenych ran
MD 0301 Netkana kryti ran pohlcujici Pro pouZiti na zapachajicich
zapach ranach piné tloustky a jako
sekundarni kryti pro povrchové
rany az rany plné tloustky
MD 0303 Pripravky na pfipravu rany Pro zlepSeni/lé¢bu okoli ran na

: podporu hojeni u akutnicha
, chronickych ran o
MD 0301 Supravodiva kryti ran Pro léCbu a fizeni exsudujicich

; ran

=,

3

Poprvé vydan: 5. prosince 1994 Datum: 31. ledna 2020 Plati do: 26. kvétna 2024

...u¢inime dokonalost zvykem™

Strana4z8

Platnost tohoto certifikdtu je podminéna tim, Ze systém kvality bude stale vyhovovat poZadavkiim smérnice
prostrednictvim poZadovanych kontrolnich postupll notifikovaného subjektu. Tento souhlas vylucuje
vechny produkty navrzené anebo vyrobené tfeti stranou jménem spolecnosti uvedené v tomto osvédden,
neni-li vyslovné schvaleno jinak ze strany BSIL.

Tento certifikat byl vydan elektronicky a je vazan podminkami smlouvy.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31
20 346 0780 :
BSI Group The Netherlands B.V. zapsana v Nizozemi pod &islem 33264284

Clen skupiny spolecnosti BSI.



bsi
ES certifikat —~ systém zajisténi kvality

Doplitkové informace k CE 00356

v

C. CE 00356

Vydan komu: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN

Spojené kralovstvi

Cislo Nazev prostredku Zamyslené uziti dle IFU
MD 0301 Vicevrstvé obvazové systémy Pro fizeni a lé¢bu bércovych
viedd a souvisejicich stavél
MD 0301 Alginatova kryti ran K 1é¢bé otlak@ a bércovych viedd

se stfedni aZ téZzkym exsudatem.
Ke kontrole drobnéjsich
krvécivych ran.
MD 0301 Gazova kryti ran Pro fizeni ran s Caste¢nou nebo
: plnou tloustkou. Pro
pochirurgické kryti epitelidinich
autograftovych ploch a
pfichyceni nebo ukotveni
nahrazek kdze. Lze pouZit ve
spojeni se systémy S&N
negativni terapif ran (NPWT)
MD 1104 Hydrochirurgické systémy Urlené pro premosténi rany
(akutnf, chronické rany a
popaleniny), pfemosténi
meékkych tkani a Cisténi mist
“ , chirurgického zakroku

Poprvé vydan: 5. prosince 1994 Datum: 31. ledna 2020 Plati do: 26. kvétna 2024
...u¢inime dokonalost zvykem™
Strana5z8

Platnost tohoto certifikdtu je podminéna tim, Ze systém kvality bude stdle vhovovat poZadavkim smémice
prostfednictvim poZadovanych kontrolnich postup® notifikovaného subjektu. Tento souhlas vyluluje
vdechny produkty navrzené anebo vyrobené tietl stranou jménem spolednosti uvedené v tomto osvédéent,
neni-li vyslovné schvdleno jinak ze strany BSI.

Tento certifikdt byl vydan elektronicky a je vazan podminkami smiouvy.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31
20 346 0780

BSI Group The Netherlands B.V. zapséana v Nizozemi pod &islem 33264284

Clen skupiny spolednosti BSI.



bsi A
ES certifikat — systém zajisténi kvality

Doplitkové informace k CE 00356

v

C. CE 00356

Vydan komu: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN

Spojené kralovstvi

Cislo Nazev prostfedku Zamyslené uzZiti dle IFU
MD 0301 Kryti ran na bazi celulézy Sekundarni fizeni chronickych a
akutnich ran; pina tioustka,
Castelna tloustka nebo mélké
granulujici, exsudujici rany

MD 0301 Hydrokoloidni kryti ran Pro uziti v fizeni suchych nebo
mirné az stfedné exsudujicich
ran

MD 1103 Tradicni systémy [écby Pro pacienty, kterym by pomohio

negativnim tlakem (NPWT) a saci zafizeni (terapie negativnim .
souvisejici sady kryti tlakem), nebot’ mlZe podpofit

hojeni ran odstranénim nizkych
az stfednich Grovni exsudatd a
infek¢niho materialu

Poprvé vydan: 5. prosince 1994 Datum: 31. ledna 2020 Plati do: 26. kvétna 2024
...udinime dokonalost zvykem™
. Strana 6 z 8

Platnost tohoto certifikdtu je podminéna tim, Ze systém kvality bude stéle vvhovovat poZadavkiim smérnice
prost¥ednictvim poZadovanych kontrolnich postupl notifikovaného subjektu. Tento souhlas vyluduje
vechny produkty navrzené anebo vyrobené tfetf stranou jménem spoletnosti uvedené v tomto osvédCen,
neni-li vysiovngé schvalenc jinak ze strany BSI.

Tento certifikat byl vydan elekironicky a je vazan podminkami smiouvy.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31
20 346 0780

BSI Group The Netherlands B.V. zapséana v Nizozemi pod Cislem 33264284

Clen skupiny spole¢nosti BSI.



bsi
ES certifikat — systém zajisténi kvality

Dopliikové informace k CE 00356

v

C. CE 00356

Vydan komu: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN

Spojené kralovstvi

Cislo Nazev prostredku Zamyslené uziti dle IFU
MD 0301 Sady bfisnich kryti Indikované pro docasné
premosténi otvorl v bfisni sténé,
kde neni mozné primarni
uzavreni anebo jsou nezbytné
opakované vstupy do bficha. Je
urfené pro pouZiti u otevienych
bfiSnich ran s exponovanymi
vnitfnostmi, véetné zejména na
syndrom biisni komory
MD 0303 Sady pro drenaze ran Zamyslené pro uZiti ve spojeni se
systémy léCeni ran negativnim
tlakem (NPWT) Smith & Nephew

Poprvé vydan: 5. prosince 1994 Datum: 31. ledna 2020 Plati do: 26. kvétna 2024
...u¢inime dokonalost zvykem™

Strana7z8

Platnost tohoto certifikétu je podminéna tim, Ze systém kvality bude stéle vyhovovat pofadavkim smérnice
prostfednictvim poZadovanych kontrolnich postupl notifikovaného subjektu. Tento souhlas wlucuje
vechny produkty navrZené anebo vyrobené tietl stranou jménem spolednosti uvedené v tomto osvéddeni,
neni-li vyslovné schvdleno jinak ze strany BSL

Tento certifikdt byl vydan elektronicky a je vazan podminkami smiouvy.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31
20 346 0780
BSI Group The Netherlands B.V. zapséna v Nizozemi pod &islem 33264284

v

Clen skupiny spolecnosti BSI.



bsi
ES certifikat — systém zajisténi kvality

Dopliikové informace k CE 00356

v

C. CE 00356

Vydan komu: Smith & Nephew Medical Ltd
101 Hessle Road
Hull
HU3 2BN

Spojené kralovstvi

Cislo | Nazev prostredku | Zamyslené uZiti dle IFU
Trida Ila ' ‘
MD 0302 Prostfedky pro uzavieni ran -
MD 0301 Tenkovrstva kryti ran -
MD 0301 Kryti ran Tulle Gras -
| MD 0301 Pénova kryti ran -
MD 0301 Hydrogelova kryti ran -
Poprvé vydan: 5. prosince 1994 Datum: 31. ledna 2020 Plati do: 26. kvétna 2024

...u¢inime dokonalost zvykem™
Strana 8z 8

Platnost tohoto certifikatu je podminéna tim, Ze systém kvality bude stéle vyhovovat pozadavk(Gm smérnice
prostfednictvim poZadovanych kontrolnich postupl notifikovaného subjektu. Tento souhlas vyluduje
vSechny produkiy navrZzené anebo vyrobene tfeti stranou jménem spolednosti uvedené v tomto osvédéeni,
neni-li vyslovné schvaleno jinak ze strany BSL

Tento certifikat byl vydan elekironicky a je vazan podminkami smiouvy.

Informace a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterodam, Nizozemi, Tel.: +31
20 346 0780 ’

BSI Group The Netherlands B.V. zapsana v Nizozemi pod Cislem 33264284

Clen skupiny spoleénosti BSL.



Tlumodnicka dolozka

Jako tlumotnik z jazyk({i)...anglického a ruského... jmenovany rozhodnutim krajského
soudu v-Praze ze dne 7. 11. 2001 <. j. Spr. 4108/2001 stvrzuji, Ze pfeklad souhlasi -doslovné
s textem pfipojené listiny.

Praha, A4¢.2 .29720

Interpreter’s clause

As a sworn interpreter of English and Russian, appointed by the decision of the Regional Court in
Prague on November 7, 2001, under file No. Spr. 4108/2001, I confirm hereto that the present
translation corresponds in full to the original of the attached document.

This translation is registered in the translator's records under No. f 9 ?/ 2P

Prague, 76.2 .7 20
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