Presafe ' EC Cel'tifi Cate

u Certificate Number: DGM —410.55
B A DNV & NEMKO
: COMPANY

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 Full quality assurance system

of Council Directive 93/42/EEC concerning medical devices as amended and transposed into
Danish law, excluding Annex Il, 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 llb and class llI

This EC certificate is issued in accordance with Presafe Denmark A/S' terms and conditions cf. Council Directive 93/42/EEC concerning
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 in accordance with the Directive.

——

= ' [ Date of issue: 2018-10-04

EE;:' -{ﬂfgem:g Expires: 2023-09-19
e e n

HNHEEST, Initial date of issue:  2003-04-30

For Presafe Denmark A/S Reference: Aur2a1809v1260f492

Presafe Notified Body, Iggntfficafi
Digitally signed byl VR ARYES: 47Tk
Date: 2021.01.28 17:40:11 EET L%,, @ 9 A
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The following sites are covered by the certificate:

With the following sites in Denmark:

Coloplast AIS Coloplast A/S
Industrivej 7 Holtedam 1 and 3
7700 Thisted 3050 Humlebaek
Coloplast A/S

Aa. Louis-Hansens Allé 15

Meordrup

3060 Espergaerde

With the following sites in France:

Coloplast Manufacturing France SAS Coloplast Manufacturing France SAS
Le Pontet, BP89 Lieudit La Boursidiére
24203 Sarlat Cedex Centre d’Affaires
92350 Le Plessis Robinson
Coloplast Manufacturing France SAS Coloplast Manufacturing France SAS
Madrazés, BP89 ZAC du Clotais
24203 Sarlat Cedex 2b, Route du Chemin Blanc
91160 Champlan
Certificate number: DGM — 410.55 Date of issue: 2018-10-04
Certificate type: EC Certificate Expires: 2023-09-19
Initial date of issue: 2003-04-30
Reference: Aur2a1809v1260f492
Presafe
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With the following sites in Hungary:

Coloplast Hungary KFT Coloplast Hungary KFT
Buzavirag ut 15 Coloplast utca 2

2800 Tatabanya 4300 Nyirbator
Coloplast Hungary KFT

Kerék utca 3

2800 Tatabanya

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.
No. 202, Baocheng Rd No. 18 Pingbei Er Rd.
Xiangzhou District Nanping Industrial Park
Zhuhai 519030 Zhuhai City 519060
Certificate number: DGM — 410.55 Date of issue: 2018-10-04
Certificate type: EC Certificate Expires: 2023-09-19
Initial date of issue: 2003-04-30
Reference: Aur2a1809v1260f492
Presafe
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The following product families in class lil 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)

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

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
Urinary/Percutaneous Indwelling Catheters
Urinary/Suprapubic Indwelling Catheters
Urological Implants
Vaginal Stents

Certificate number: DGM —410.55 Date of issue: 2018-10-04
Certificate type: EC Certificate Expires: 2023-09-19
Initial date of issue: 2003-04-30
Reference: Aur2a1809v1260f492
Presafe
A DNV & NEMK DG
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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 —410.55 Date of issue: 2018-10-04
Certificate type: EC Certificate Expires: 2023-09-19
Initial date of issue: 2003-04-30
Reference: Aur2a1809v1260f492
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Coloplast A5

* HOLTEDAM 1
3050 HUMLEBAK
TELEFON#Q 11 11 11

3 e
\VL L

Confederation of Danish Industry
do hereby certify that the above
company is a member of our
organization and known fo us as

CONFEDERATION OF DAN:S= 2.3 - |
(D1}
CHAMBER OF INDUSTRY AND COMMEARCE SZ5TION

worthy of confidence.

22 018
,/’L f’&_
MERETHE MALEC

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country:
Land:

Denmark
Danmark

This public document
Dette offentlige dokument

er underskrevet af

2. has been signed by

Merethe Malec

i egenskab af

3. acting in the capacity of| Administrative officer

Administrativ medarbejder

4. bears the seal/stamp of
er forsynet med segl/stempel af | Dansk Industri

Confederation of Danish Industry

Certified

Attesteret
5. at Copenhagen  |6. the 23 Oct 2018
i Kebenhavn den 23 okt 2018
7. by Ministry of Foreign Affairs of Denmark
af Udenrigsministeriet
8. No 90FA4F05
nr.

9. Seal/stamp:
Segl/stempel:

110. Signature:
Underskrift:

A

Pia Ejdal Frands’cn'

This Apostille only certifies the

To verify the issuance of this Apostille, scan the QR code or visit the following website:

henticity of the si

issued.

and the capacity of the person who has
signed the public document, and, where appropriate, the identity of the seal or stamp which the
public document bears. This Apostille does not certify the content of the document for which it was




[eperoa ¢ anriuickoro A3biKa Ha PyCCKHH A3biK

EC Ceprugpuxar

Homep cepTudurara: DGM - 410.55

< Tarotumn; Ipecefid * Koananna JHB n HEMKO

Hacroaun VAOCTOBEPAETCA, HTO TI19 CHCTEMR! KauccTBal

Koaonaacr A/C
(Coloplast A/S)

Xoabprteaam 1
3050 Xymaebex

Hanns
OBLIO HOITBCPIKACHO COOTBLCTCTRHE 'l‘peﬁonamlsm:

Tpuaoxenns [1 «Cucrema noauoro oGecneueHusi KAYCCTB)

Jupextussl Coseta EC 93/42/EDC 8 oTHOMICHAN MCHIIMHCKHX H3ACTHH B Je#cTByroed
PeZAKLMK. OPEACTaBHCHHOH B 3aKonolarcieeTBe JIaHHW 32 HCKTIOWCHACM  pasleia 4
Ilpunoxenns 1L

Ct‘pT}ICbHKﬂ'l ITPEMEHMM K BHKEIPHBSICHNRIM B TaM JCATEILIOCTHY

[poexrupoBaniie, paspaboTka H IPOH3BOACTBO CETOK XHPYPrUiecKHX,
MPOROAHHKOR, CPEACTB YX0/a 32 CTOMOI, paHaMH U KoKeH, JPeHARHbIX
YCTpOHCYB, MPHHAAIEIRHOCTEN I8 IPHMEHEHNS B XUDY DIy, YPOJOruM,
CHHEK0NOTHY H B YXO/€ NPYH HaPYUIeH M PYHKIHE MOUSHCITYCKAHHSI
kiaacca I (crepunbhble), knacca Ha, wiaacca IIb 1 knacca 11

Hacrodwmit  ceptu@iar RO BuLan B COOTRCICIBHM ¢ }CJIOBHAMD  H (IOTORCHHAMN alipecefih  [lemsape ACw
coracyIamuEyres © 1pebusuiiayy Jlnpertuss Conera EU 9342: 170 B OTHOWCHHR MEHIHECKAN R33CARA. W HO3BOIACT
ppoiBoAIeNo Henoapsosats Ul-nor B saptposke. [laorodiud ceprindHEal BRLIAH [A OUHOBAHHE TI0.HBHHTCIBHED
PORNIETATOR NPOEEPKH HPOWIBOAMTEN. B coorscraisin ¢ epedoBinasi JIHPUETHBR IPONIBOIHTC1E TOMBREH OPOXOIANTS

PETY ARPHLIC HPOBEPRH.

< Hudnuce™
“Naiian I“'iopr;:mcn {Heidi Joraenst‘n&. . Jlata saang 04.10.2018 v,
Y UOTHOMOUCHIOE IHHD lefiernnTe;en o 19.09.2023 r.
Sata neprota Lol BeLIGYH: 30.04.2003 1,
O ieny «l lpeeeii Tenvapi A Ch Per ue i patioHiibii nosiep: AurZal B0 12601492

«Ipeceiid denmapk A/C»
Homubpugposaunettc opoan, udenmuguiatpiontivitt Ne (1343
TyGopr [apkeeii &, 2900 Xewepyi. launs
< Aarorair <TloFOTHIT: N>
Hpeceiup * Kovnanms JHE g HEMEO.- Jo : DGM
Crpaxuia 1 133 3
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< Moretan: Ipecefid * Kovianns JIHB u HEMKO™

T[poi3BOACTBEHHBIE MPETNPUATHS. HA KOTOPLIC PACTIROCTPAHICTEA JeHCTREE HACTOAUIETO
ceprH(HKaTa:

Caeayolnye NpeanpaaTits pacilonoRCHbl B Jlannn:

Kojonmaer A/C Koaomaacer A/C
{Coloplast A/S) (Coloplast A/S)
Huayerpuseit 7 XoasTeaam I u 3
7700 Tucrea 3050 Xym.tedex

Koaomrzaer A/C

(Coloplast A/S)

Aa. Jdyme-Xancene Aaae 15
Mépapyn

3060 Jcneprepxe

Crezyvionue MPEInpUATHS PACTIOI0KEHET BO dpanugun:
Koaonaacr Manydarrypuur ®Ppatee C AC  Koromaaer Manyparrypunr ®pance CAC

{Colaplast Manufacturing France SAS) (Coloplast Manufacturing France SAS)
Jle TlouTe, BP8Y Jdwean JIa Bypeninep
24203 Capaa Cegere busnec-neurp

92350 Jle-TLaecen-Pobnucon

Kosomract Manydaxtypimar ®pance CAC Koaommacr Manydarrypuur ®Gpance CAC

(Coloplast Manufacturing France SAS) (Coloplast Manufacturing France SAS)
Maapaie, BP89 JAK 0 Kaore
24203 Capaa Cegerc 26, Pyt o Wven baan

01160 IHamnaan

Honep ceprignigara Bt 4SS HETRETANTLIEE 041024018 1.
Lurr cepratisa Ceptidngay LU Jleetineen . 19092023t

JlaTi HePBOHAMA BT BLLTL 30042003 1

Pet HUTPATIHOHERER HOME AurZal B09v 12601492
sderon, <Jlorotnt: DGM>

Dpeceing * Kospapa JU 3 0 HEME(-
Crpannua 2 113 3

o DIGRT 2R 3101
3L L] i) vIhp



<Norotun: [peceiidy * Komualiha JIHB n HEMKO:-

CieayouHe npeInpusiTHs Pacio/10keHbLl B Benrpuu:

Koaonsact Xaurepu KOT
(Coloplast Hungary KFT)
Bysagupar yr 13
2800 TaTabanbsg

Koaonaaer Xanrepn KOT
(Colopiast Hungary KFT)
Keper yrua 3

2800 Taradanns

Koaeunacr Xanrepu KOT
(Coloplast Hungary KFT)
KoaonaaeT yTua 2

4300 Huapbarop

Crenytoume npeanpuasTid pacronomens B CIIA:

Koaonaaer Koprmopeiimn
(Coloplast Corporation}
1601 Beer Pusep Poax Hope
Musnneanoaie, VIN 55411

Koaciuiaer Manvdarrypuur Y0C, AJC
(Coloplast Manufactu ring US, LLC)
1940 Koxmepu Ap.

Hope Mankaro, MN 56003

Koaomracr Manydaxtypunr I0C, JLIC
(Coloplast Manufacturing US, LLC)
1661 Beer Purep Poax Hope
Munmeanoaie, MN 55411

Caeayiole IpeIpusiiig Pacno1oReHbl B Kutaftcxoli Hapoaroit PecryOmike:

Koasonaacr (Iurait) Jra.
(Coloplast {China) Ltd.)
Ne 202, Baouenr Pi.
Canamxoy JAgeTpukT
Yxyxaii 519030

Homep cop rithisara: BICHS I 1 R

130 cep i guca a Ceprugurat EC

=Hototu
[peced * Kosoaaps JHE w HEMRO-

4 DO 20131111
T3 15 u-bUME v IE D

Koaonaacr (Kurait) JITx.
(Coloplast (China} Ltd.)

Ne 18 Munéaii Dp Po.
Npombimaennelii napk Hanbnms
ey xadt Curni 519060

0L 102018 v
19.09.2023 1
30042005 ¢,
Aur2a 1809412601492

Jlara guutawmn
JleficisHTeen 10
JaTa NepBOHAYATEIIOH BRUIEYIL

Per HOTRAHORILIA HON ]!

<JTorotun: DGM>

CrpaHnua 3 ua 8



«flororun: Ipecedid * Komnania JJHB n HEMKO=>

CemeticTa w3aeanit xaaceca 11, #a xoTopble pAcpOCTPAHACTCS ACHCTEUE HACTOMIIETO
ceprumrata 1 cepTH(HKATA SKCIEPTHIHI KOHCTPYKTOPCKOH JIOKYMEHTAIHH!

ToesskH ryfuareie anTadarTepHassubie (DGM - 529)
[ToBa3kN KoHTAKTiIBIE anTHOARTepHAdbHbIC (DGM - 530)
IMopssxn ryduarsie ¢ ubvnpodenom (DGM ~ 528)

Cemeiterra Hyaenuii kiacea I1b, 1ia KoTopble pacmpoCTPpaHAETCs AeACTBAE HACTOSALIETO
cepTHdHKaTa:

flopsiyku 2 HHATHBIE
Tlosw3cH rvéuareie Biatain
Mosnski Comfeel
Tavnonbt 1151 crombi Conseal
Hopaiky riZpoRaniu/LIaDHbIe¢
PacTBops! 130 TOHHHCCKHE
I{pore3spl NOI0BOTG *LIEHA HATIOTHSCMbIC
[Ipore3nt HOIOBOTO YWICHE PHTHHBIC
Tamousl ana;ibubie Peristeen
[Topgiry Physiotulle
I'eas Purilon
NpUHATIeRHOCTH XHPYPIHYECKHE
CeTkit XHDYPUHYECKHE
TipeTesb! TeCTHRY IIPHBIE
KaTeTepeb! MO4YCBbIC HOCTOHHMbIE
Karerepsl MoHeBbIe/ 115 UPELCKOKHO YCTAHOBKH I0CTOAHNEDIE
Karerepnl Mouesbie/Hal 100K0BbIE IOCTOHHBIC
HMnianTaTsl YPOJIOrHYeCKie
CTeHTH! BATHHAILIEIE

lHoasep coprudiuart G - 41033 HETRRNNSEES 04102018 1.
Tun ceprudneaTa: Cepragurm LC Jefferzineie 1o 19.09.2023 ¢,

Mara nepronadaisnod Berun: 30042003 1

Perserpaiionabi Hosep: Aurlal809vi260M492
oo, <Jlorotrm: DGM>
Hpeceiify * Ko [{HE o HENKO-
Ctpanuiia 4 m3 5
LG 20 3=t 1]

BL 01 (R8s v18d



. IloroTin: [pecefid * Komnakns S i HEMEO™

_M_____,_._.-—--—-,,_..__,___...-._— e

CemelicTBa H3ACIHA KHacea [la. Ha KOTOpbIE PacipoCTPanscTCa HeficTBAC HACTOALIErO
cepTH(pHKATA!

CrepiRHE 15 CTOMbI
IRCTPAKFOPEI ramuei
[IpuHALICHKHOCTH XHpYPTHUECKHE
ApeHawk Xupypruvecku
[1poso K HIOBHOH HHTH/HTBE
Karerepbl MOUEBHIE HOCTOAUBDLIE
KaTerepnl Mouesb1e/11st ypecKoKHOH YeTAHOBKH MOCTORHHBIE
[prpagIeKHOCTI 1T Y POIHHAMIIMECKOI'S HeeaeoBasns
KarTerephl A5 Y POAITHAMIHEIROIO Hecae10BaHH
[IppHaLTeRHOCTH YPOJOTHTECKHE
HMaiagTaTh! ¥pooracerne

CemelicTsa CTEPHIADHBIX u3AcInf Kctacea 1 Ha KOTOpbie pacnpoCTpanseTCs aeficTBHE
HACTOALLEro cepTadGUKaTA:

PacTBOpbI HPPHIANHGHIHBIE LI KATCTEPOR (eTepIaLHbIC)
Mekn ApeHamilhie (CTEPUIABHBIC)
HaGopbl nocAe0NCPaIonibIC A1 CTOMBI (cTepuIbHBIE)
[pnuaiIekHoCTH XHPYPruvdecKue {cTepuabHbIE)

KaTeTepst MOUCBbIC LIH HEROCTOSHIOTS HCTI0 [L30BANHTA (CTePHIBLHbIE)
Meprcn 1 chopa MOMA (eTepH:AbHbIE)
[IpuHajIeRiocTi YPOJIOTIMECKHE (c*repx-mbﬂue)

KareTephbl YpoIorinaecKie (cTepuIBHBIE)

Hosep cepridneear DUM - HG35 Slana nelad: G4, 102018 1
Tun ceprugmrars Ceprupukar EC SlefictRiTeacH W 19.09.2023 1.
Hlaia TIePBOHAYLIBHOM BLLAAHL: 300420031,
et pe FpuLiHoH B oMEp: Aur2al 809y 12601492
<HIramii
carorin <Jlorotnit: DGM>

pecein] * Kuspiting HHR b HEMEO-

R e R LR
FETRR RN ELT L

Crpaupua 543 §



<[] rastn:

Konderepatins Aarckai
HNPOMBILLICH IR T HACTOSLEH
CHMIETELCTRYCT. UTO Y KAAAI A

Konomnacr A/C
XOALTEAAN L
3050 XVMIELEK

KOHODEJFEPATMS JIA FCKOR TTPOMBULSIENHOCTH
LM
HPOMBIICIEHEEARA TTATATA HQTJIET TOPIMOBI

<IUramn: 22 OKTABPA 2018 TOOA>
~flogmecn>
MEPETNE MATIEK

TEDEQOIA9 T 11 11> gyue konimanns spaseres dienon
< Hoomues HRILICH OPIAHIAlKY i
IEPERUMEHLOBETY Ce08 KK

SACRRBAICILAS JOBCPHY. L

— e e o= . s —

ANTOCTI IR

(["garckan KouBeHHs ot 5 uKkradps 1961 1roaa)

‘1, Crpana; i dacnn i
5 : |
AR — i - e e |
!
Hacronmnfl oittinaasibtil 108¥YMENT i
i
. 2, b1 noamican i Meperxe Maner
i 3. BRICTYIAIOWE B | AZMHHHCTPATIBHOFD COTPYININE :
: : i
{ KAYCCTRE :
; !
- 4, CKperIcH ‘ Kondegepauny 1atekoil TpuMLISLTEHHOCTH '
eYATLIO/ITAMAOM :-
i —_ Cen m e i — B i
YI0CTOBEDEHO :
i = ‘ " .._......._,....!..... e e e I t
IS, B 1. Kouenrareu ‘n, £23 owrulpn 2018 . ;
| | |
[U— o . L— i L Jp— !
7. MinHCTepCTEOM HHOCTPANHBIX e datiH :
i 8, 3a Ap O0FA4F05
— —m T e e T
9, Tlewsrs/iiTamn: 10, ; i
: <l'epfosas iwewais | [Moanuces: :
MutHuetepersey i <floonuce™

HHOCT DAL 3¢.05 N
Hua Ajis @paricen
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haps ; wefgaster mnadk

<['epGoBas neyaTs.
MunucTepeTso
MHOCTPAHHLIX JeT>



Ilepesod dannozo mexcma coenan MHo, nepesoduuxom Maprossim Anekcanopom Anexcanoposusem.
.

Poccuiickaa @edepayua

Topoo Mockea
Bmopozo noabpa e meicAUU 60CEMHAOUAMOZ0 200
A, Mapmeinosa Hamanus: Andpeeena, 6pemenHo uCROTHAOUAS 0BA3AHHOCTU HOMAPUYCA 2opoda Mockewt,

CEUdeMenbEmBYIO HOONUHHOCME NOONUCU nepesooyuka Mapkosa Anexcandpa Anexcanoposuya.
IToonuce coenana 6 Moem NPUCYMCMBUL.
Juunocmes nOONUCAsULe20 OOKYMEHM YCIAHOGEHA.

3apezucmpuposario g peecmpe: Ne 77/09-n/77-2018- /5 - 2« 72
Bsvickano 2oc a;x*nmemrr?hwwmunm (no mapughy): 100 pyb.
YMGHQH% ostasanue yeaye np(‘!xqeoeo u mexnuueckozo xapakmepa. 200 pybé.

!
Y H A .Mapmueinosa
5

Bcezo np(m&n pr)gw.-o n,mml e p(&“ﬁ aHo
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