This is to certify that the quality system of:

Coloplast A/S

Holtedam 1
3050 Humlebaek
Denmark

has been approved in conformity with the requirements of:

Annex Il, section 3.2 - Full quality assurance system

of Council Directive 93/42/EEC concerning medical devices as transposed into Danish law
excluding Annex |l, section 4. :

The certificate covers the following activities:

Design, development and manufacture of surgical meshes,
guidewires, ostomy, wound and skin care, drainage, surgery,
urology, gynaecology and continence care products in class |
sterile, class lla, class lIb and class Il

The EC certificate is valid provided that the quality system continues to conform to the above-mentioned scope and provided that the
company does not introduce substantial changes to the quality system without the approval of Presafe Denmark A/S. This EC certificate is
issued pursuant to the Presafe Denmark A/S' terms and conditions for the certification of medical devices and entitles the manufacturer to
affix the CE mark. The certificate is based on successful audit of the manufacturer. The manufacturer is subject to periodical audits as per
the Directive.

ﬁ? Date of issue: 2014-03-10

:“::‘ Expires: 2018-09-24
il Initial date of issue:  2003-04-30
For Presafe ark A/S Reference: aur2a1402v460f492

Presafe Denmark A/S
Notified Body, Identification No. 0543

Tuborg Parkvej 8, 2900 Hellerup, Denmark D G i
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The following sites are covered by the certificate:

With the following sites in Denmark:

Coloplast A/S
Industrivej 7
7700 Thisted

Coloplast A/S

Aa. Louis-Hansens Allé 15
Meordrup

3060 Espergaerde

With the following sites in Hungary:

Coloplast Hungary KFT
Buzavirag ut 15
2800 Tatabanya

Coloplast Hungary KFT
Barina Street 1
2890 Tata

Certificate number. DGM — 410
Certificate type: EC Certificate
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Coloplast A/S
Holtedam 1 and 3
3050 Humlebaek

Coloplast Hungary KFT
Coloplast utca 2
4300 Nyirbator

Date of issue: 2014-03-10
Expires: 2018-09-24
Initial date of issue: 2003-04-30
Reference: aur2a1402v460f492
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With the following sites in the USA:

Coloplast Corporation Coloplast Manufacturing US, LLC
1601 West River Road North 1601 West River Road North
Minneapolis, MN 55411 Minneapolis, MN 55411

Coloplast Manufacturing US, LLC
1940 Commerce Dr.
North Mankato, MN 56003

With the following site in the People’s Republic of China:

Coloplast (China) Ltd. Coloplast (China) Ltd.

Bao Cheng Rd. . 3F, No. 1,Bldg, Honda Road
Zhuhai Free Trade Zone Nanping Industrial Park
Zhuhai 519030 Guangdong Zhuhai City 519060

The following product families in class lll are covered by the certificate and by
Design Examination certificates as specified below:

Antibacterial Foam Dressings (DGM - 529)
Antibacterial Wound Contact Layer (DGM - 530)
Ibu Foam Dressings (DGM - 528)

Certificate number: DGM — 410 Date of issue: 2014-03-10
Certificate type: EC Certificate Expires: 2018-09-24

Initial date of issue: 2003-04-30
Reference: aur2a1402v460f492

L
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Certificate number:
Certificate type:

Alginate Dressings
Biatain Foam Dressings

Comfeel Wound Dressings

Conseal Ostomy Plugs
Hydrocapillary Dressings
Isorins
Penile Inflatable Implants
Penile Rigidity Implants
Peristeen Anal Plugs
Physiotulle Dressings
Purilon Gel
Surgical Accessories
Surgical meshes
Testicular Prostheses

_ Urinary Indwelling Catheters

The following product families in class llb are covered by the certificate:

Urinary/Percutaneous Indwelling Catheters
Urinary/Suprapubic Indwelling Catheters

Urological Implants
Vaginal Stents

DGM - 410
EC Certificate

A DNV & NEMKO
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Date of issue:
Expires:

Initial date of issue:
Reference:

2014-03-10
2018-09-24
2003-04-30
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The following product families in class lla are covered by the certificate:

Ostomy Rod
Stone Extractors
Surgical Accessories
Surgical Drainage
Suture/Needle passer
Urinary Indwelling Catheters
Urinary/Percutaneous Indwelling Catheters
Urodynamic Accessories
Urodynamic Catheters
Urological Accessories
Urological Implants

The following sterile product families in class | are covered by the certificate:

Catheter Irrigation Solutions (sterile)
Drainage Bags (sterile)

Ostomy Post-Operative Sets (sterile)

Surgical Accessories (sterile)
Urinary Catheters for Intermittent Use (sterile)
Urine Bags (sterile)
Urological Accessories (sterile)

Urological Catheters (sterile)

Certificate number: DGM — 410 Date of issue: 2014-03-10
Certificate type: EC Certificate Expires: 2018-09-24
Initial date of issue: 2003-04-30
Reference: aur2a1402v460f492
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\
ES Osvédceni
Cislo osvédéeni: DGM-410

Timto osvédCujeme, Ze systém kvality spolecnosti:

Coloplast A/S

Holtedam 1
3050 Humlebaek
Dansko

byl schvalen ve shodé s pozadavky:
Pfilohy ll, oddilu 3.2 — Systém komplexniho zabezpecovani jakosti

ke Smémici Rady 93/42/EHS o zdravotnickych prostfedcich, ktera byla transponovana do danského
prava, s vyloucenim Prilohy I, oddilu 4.

Toto osvédéeni pokryva nasledujici Einnosti:

Navrh, vyvoj a vyrobu chirurgickych sit'ek, vodica, produkty pro stomickou péci a péci
o rany, pokozku a dreny, operaéni pééi, urologickou, gynekologickou a kontinencni
péci, tridy | sterilni, tridy lla, tridy lIb a tFidy lll

Toto ES Osvédéeni je platné, pokud systém jakosti trvale spliiuje vySe uvedeny rozsah a pokud spolecnost
neprovedla vyznamné zmény v systému jakosti bez souhlasu Presafe Denmark A/S. Toto ES OsvédcZeni se
vydava v souladu s podminkami a ustanovenimi spole¢nosti Presafe Denmark A/S platnymi pro certifikaci
zdravotnickych prostfedk( a opraviiuje vyrobce, aby pouzival ozna¢eni CE. Toto ES Osvédceni je zaloZzeno na
uspé&$ném auditu vyrobce. Vyrobce podléha pravidelnym auditiim v souladu s poZadavky Smérnice.

Podpis neditelny Datum vydani: 10. 3. 2014
Heidi Jergensen Platnost do: 24.9.2018
Autorizovana osoba . Datum prvniho vydani: ~ 30.4. 2003
Za Presafe Denmark A/S Reference: aur2ai402v460f492

Presafe Denmark A/S
Notifikovana osoby, Identifikacni Cislo 0543
Tuborg Parkvej 8, 2900 Hellerup, Dansko
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Toto osvédéeni pokryva nasledujici provozy:

Provozy v Dansku:

Coloplast A/S
Industrivej 7
7700 Thisted

Coloplast A/S

Aa. Louis-Hansens Allé 15
Meardrup

3060 Espergaeerde

Provozy v Madarsku:

Coloplast Hungary KFT
Buzavirag ut 15
2800 Tatabanya

Coloplast Hungary KFT

Bari na Street 1
2890 Tata

Cislo osvédéeni: DGM - 410
Typ osvéd¢éeni: ES OsvédCeni

A DRV & NEMKO
COMPANY

Coloplast A/S
Holtedam1a 3
3050 Humlebaek

Coloplast Hungary KFT
Coloplast utca 2
4300 Nyirbator

Datum vydani: 10. 3. 2014
Platnost do: 24.9. 2018

Datum prvniho vydani: ~ 30.4. 2003
Reference: aur2a1402v460f492
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Provozy v USA:

Coloplast Corporation
1601 West River Road North
Minneapolis, MN 55411

Coloplast Manufacturing US, LLC
1940 Commerce Dr.
North Mankato, MN 56003

Provozy v Cinské lidové republice:

Coloplast (China) Ltd.
Bao Cheng Rd.

Zhuhai Free Trade Zone
Zhuhai 519030 Guangdong

Coloplast Manufacturing US, LLC
1601 West River Road North
Minneapolis, MN 55411

Coloplast (China) Ltd.

3F, No. 1,Bldg, Honda Road
Nanping Industrial Park
Zhuhai City 519060

Toto osvédéeni pokryva nasledujici rodiny vyrobku ve tfidé 1l a osvéd&enimi o pfezkoumani navrhu, které jsou

uvedeny nize:

Antibakterialni pénové kryti (DGM - 529)
Antibakterialni kontaktni vrstva na rany (DGM - 530)
Ibu pénové kryti (DGM - 528)

Cislo osvédéeni: DGM - 410
Typ osvéd&eni: ES OsvédZeni

W
A DNV & NEMKD
COMPANY

Datum vydani: 10. 3. 2014
Platnost do: 24.9. 2018
Datum prvniho vydani: ~ 30.4. 2003
Reference: aur2ai402v460f492
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Toto osvédceni pokryva nasledujici rodiny vyrobku tidy Ilb:

Alginate kryti
Biatain pénove kryti
Comfeel kryti na rany
Conseal stomické zatky
Hydrokapilarni kryti
Cistici roztok Isorins
Penilni nafukovaci implantaty
Penilni rigidni implantaty
Peristeen analni zatky
Physiotulle kryti
Purilon gel
Chirurgicke prislusenstvi
Chirurgickeé sitky
Testikularni protézy
Mocové permanentni katétry
Moéové/Perkutanni permanentni katétry
Mocéové/Suprapubické permanentni katétry
Urologické implantaty
Vaginalni stenty

Cislo osvéd&eni: DGM - 410 Datum vydani: 10.3.2014
Typ osvédéeni: ES Osvédeni _ Platnost do: 24.9.2018
Datum prvniho vydani: ~ 30.4. 2003
Reference: aur2ai402v460f492
ADNY B NEMED DG
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Toto osvédCeni pokryva nasledujici rodiny vyrobka tiidy Ila:

Ostomy Rod
Extraktor kamenu
Chirurgické prislusenstvi
Chirurgické drény
Zarizeni na zavadéni sesivaciho materialu/jehel
Mocové permanentni katétry
Mocové/Perkutanni permanentni katétry
PfisluSenstvi pro urodynamicka vysetieni
Katétry pro urodynamicka vysetreni
Urologicka prislusenstvi
Urologické implantaty

Toto osvédéeni pokryva nasledujici rodiny vyrobku tridy I:

Katétrové irigacni roztoky (sterilni)
Drenazni sacky (sterilni)
Stomické pooperacni sety (sterilni)

Chirurgické prislusenstvi (sterilni)
Mocové katétry pro obéasné pouziti (sterilni)
Sacky na moc (sterilni)
Urologické pfislusenstvi (sterilni)
Urologicke katétry (sterilni)

Cislo osvédéeni: DGM - 410 Datum vydani: 10. 3. 2014
Typ osvédéeni: ES Osvédéeni Platnost do: 24.9. 2018
Datum prvniho vydani: ~ 30.4. 2003
Reference: aur2a1402v460f492
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CERTIFICATE OF TRANSLATION
| hereby certify that | have translated the attached document from Czech to English
to the best of my knowledge and ability.

Barbora To$nerova, English language certified translator-interpreter, authorized by
the Regional Court (Krajsky soud) in Ceskeé Budgjovice 25 November, 1992 under the
Ref. No. Spr. 2061/92, T-186.

The translation is recorded in the Book of Translations under the No. A¢ & p

oo

Date: 2 -"3. 01((

Jako soudni tlumoénik z jazyka anglického, jmenovany Krajskym soudem v Ceskych
Budéjovicich dne 25. listopadu 1992 pod ¢. jedn. Spr. 2061/92, T-186, osvédcuji, ze
tento dokument je doslovnym prekladem anglického textu v pfipojeném
dokumentu.

Preklad je zaznamenan v tlumoénickém deniku pod pof. Cislem A( 4 ¥

Dne: 4. 4. 204
Barbora Tosnerova







