Welland Medical Ltd Version: 7.0

EU Declaration of Conformity for Aurum® Date: 16/03/2023

Declaration of Conformity
for Aurum®

Welland )

Medical 4

Regulation (EU) 2017/745 of the European Parliament and of the Council of 5th April
2017 on medical devices;

This EU declaration of conformity has been issued under the sole responsibility of the manufacturer.

The undersigned declares that the products described in this document are in conformity with the

Medical Device Regulation EU/2017/745, and the CE Mark may be affixed.

General Product Name /
Family Name:

Aurum®

Legal Manufacturer:

Welland Medical Ltd.,
Hydehurst Lane, Crawley,
West Sussex RH10 9AS
United Kingdom

EUDAMED Single
Registration Number

(SRN) :

GB-MF-000033194

Variants:

As per Appendix Il (This document) — Product Listing/Schedule

Basic UDI-DI:

5024310X877B

Intended Use:

For collecting stoma output.

Medical Device Regulation
Classification:

Class |

Notified Body:

Not Applicable for Class |

EU Authorised
Representative:

Advena Limited. Tower Business Centre, 2nd Flr., Tower Street,
Swatar, BKR 4013 Malta

SRN: MT-AR-000000234

Medical Device Regulation
Assessment Route:

Self-certification by Medical Device Regulation, Article 52, Annex |I,
Annex lII;

EC Declaration of Conformity in accordance to Article 19 and
Annex IV;

Name

Samantha Jackson

Signed ?\OM'\
~J

Position Managing Director
Date 22\ l e 5
Place Crawley, West Sussex, UK
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Who is the natural and legal person with responsibility for the design, manufacture, packaging and labelling
before the device is placed on the market under this manufacturer's name regardless of whether these
operations are carried out by the manufacturer or on his behalf by a third party

Appendix | — Applicable Standards

This presentdeclaration isalso in conformity with the following European standards and Common Specifications:

Standard/ Common
Specifications/ Document Description

Name
; Medical Devices — Quality Management Systems — Requirements for
EN ISO 13485:2016 Regulatory Purposes

EN ISO 14971:2012 Medical Devices — Application of Risk Management to Medical Devices

] Biological evaluation of medical devices - Part 1: Evaluation and
EN ISO 10393-1:2009 testing within a risk management process

Medical devices -- Symbols to be used with medical device labels,

EN ISO 15223-1:2016 labelling and information to be supplied -- Part 1: General requirements

Appendix 1l — Product Listing/Schedule

Product Code | Product Name Product Description gqu[;N
Aurum®, Ostomy Device One-Piece, Closed

XMHCS513 Astim® El)?:srtnomm)gtc;(:t\éirc;ﬁoﬁge—piece, closed, mini pouch size, 31066
XMHCS519 Aufurn® ?;xr;n;g?::]?z&nrﬁ;pﬁclz, closed, mini pouch size, 31066
XMHCS522 Aurum® g;xgig?:&?esgnrﬁ;pﬁ:lz: closed, mini pouch size, 31066
XMHCS525 — (stsr;omm);:::lzct:zgﬁ;pri%ﬁg, closed, mini pouch size, 31066
XMHCS529 Aurum® g);rtnor;mé:;::jct:es%nnf;p;%ﬁ: closed, mini pouch size, 31066
XMHCS532 Aurum® g);;on:nég?gifestc:)nrﬁ;pﬁig. closed, mini pouch size, 31066
XMHCS535 Aurum® Ostomy device one-piece, closed, mini pouch size, 31066

35mm pre-cut stoma hole
@ Ostomy device one-piece, closed, mini pouch size, 31066
38mm pre-cut stoma hole

Ostomy device one-piece, closed, mini pouch size,
AMRCS5a Aurum® 44mm S;,)re-cut stomaphole i
® Ostomy device one-piece, closed, mini pouch size, 31066
13mm starter hole

Ostomy device one-piece, closed, midi pouch size,

XMHCM513 Aurum® 13mm 3;tar‘ter hole i i 31066
® Ostomy device one-piece, closed, midi pouch size, 31066
19mm pre-cut stoma hole
Ostomy device one-piece, closed, midi pouch size, 31066
22mm pre-cut stoma hole
Ostomy device one-piece, closed, midi pouch size, 31066
25mm pre-cut stoma hole

Ostomy device one-piece, closed, midi pouch size,

XMHCS538 Aurum

31066

XMHCS713 Aurum

XMHCM519 Aurum

XMHCM522 Aurum®

XMHCM525 Aurum®

XMHCM529 | Aurum® 31066
29mm pre-cut stoma hole,
- Ostomy device one-piece, closed, midi pouch size,
XMHCM532 Aurum 31066
32mm pre-cut stoma hole
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XMHCM535 Aurum® gssr:]onr?%i?:&?zfor;i;p:‘%c:, closed, midi pouch size, 31066
XMHCM538 Aurum® gg,r;o;]nzrc:—egﬁes;r;:;p;iﬁ:, closed, midi pouch size, 31066
XMHCM544 Aurum® ?:;or?%g?:ac;ifonrﬁ;‘p:;ﬁ:, closed, midi pouch size, 31066
XMHCM713 Aurum® ?Bsr;onznys!tg(:t\grcﬁocljge-piece, closed, midi pouch size, 31066
XMHCL513 Aurum® ?;;onrqnitgﬁ\;ircsocrge-piece, closed, maxi pouch size, 31066
XMHCL519 Aurum® ?g,;or;nyég?::ﬁestc:)nrﬁ;plijeoﬁz, closed, maxi pouch size, 31066
XMHCL522 Aurum® g;;o;é%?:iﬁz%nn?;p}iﬁz, closed, maxi pouch size, 31066
XMHCL525 Aurum® Sﬁsr;onl;nyércix_a:&ct:zfonn?;pliqeotzlg, closed, maxi pouch size, 31066
XMHCL529 Aurum® g;ﬁﬁ%ﬁ:ﬁi&ﬁ;pﬁg’ closed, maxi pouch size, 31066
XMHCL532 Aurum® Sozsrtnorrr:}%gie:&t:i%nrﬁép;%ﬁg, closed, maxi pouch size, 31066
XMHCL535 Aurum® é);;ianzméi(_a:&?es&nrﬁ;p;‘iclg, closed, maxi pouch size, 31066
XMHCL538 Aurum® gg,rtr]on:nyérd;?:&?es&nri;pri]iﬁg, closed, maxi pouch size, 31066
XMHCL544 Aurum® g):.rtnonzn)g rﬁ’:ﬁi&ﬁ;\pﬁg' closed, maxi pouch size, 31066
XMHCLT13 Aurum® ?zasr;oninitc;?t\éi:ﬁoc;ge-piece, closed, maxi pouch size, 31066
Aurum®, Ostomy Device One-Piece, Drainable

XMHDS513 Aurum® ?S‘s:nonT)étgi\gfﬁcﬁge-piece, drainable, mini pouch size, 31075
XMHDS519 Aurum® ?;rtno;%gjgﬁestsgﬁgﬁsg drainable, mini pouch size, 31075
XMHDS522 Aiiig® g;r;ommyéiillijc;es?gggiﬁg% drainable, mini pouch size, 31075
XMHDS525 K ® g;r;og%i?zhc;es?griﬁisg]ee, drainable, mini pouch size, 31075
YMHDS529 it gsrt;)rr%i?;:;es?;rigiﬁg& drainable, mini pouch size, 31075
XMHDS532 i SO;rtr?mm{)?e?;Lﬁes?;;gfgé drainable, mini pouch size, 31075
XMHDS535 Aurirm® ?;r;or;n%:ie?;liﬁesﬁgrifi;?g& drainable, mini pouch size, 31075
XMHDS538 AtiFum® ?ésr;onrr%g?:ﬁes?;i-apﬁgg drainable, mini pouch size, 31075
XMHDS544 A ® ‘?;r;on:w;ge?:hctescl);;mapﬁgé drainable, mini pouch size, 31075
XMHDS713 Aurum® ?ssrtnor:l)étc;i\g::ﬁcﬁge-piece, drainable, mini pouch size, 31075
XMHDM513 Al ® ?strtrlor;n)ét(;i\gfﬁczge-piece, drainable, midi pouch size, 31075
XMHDMS519 Aurum® ?gsr;omnﬂ)‘g%?gmes?;;-apiﬁg% drainable, midi pouch size, 31075
XMHDM522 Adifiia® ggéonanil?zhies?g;jfg& drainable, midi pouch size, 31075
YMHDM525 Adifui® ;)s:?rnm%;je?XLctes?;g];)iﬁgg, drainable, midi pouch size, 31075
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XMHDM529 P g;;or:ﬁ;j;zﬁe;;rigiﬁgg drainable, midi pouch size, 31075
XMHDM532 Al ® So;xr;n)é?;:ﬁes?::giﬁg% drainable, midi pouch size, 31075
XMHDM535 P ?gr;oninyr;i?giﬁes?gri—;iﬁg;, drainable, midi pouch size, 31075
XMHDM538 it Sossrzor?);g::\cﬁes?gri—giﬁg& drainable, midi pouch size, | 34475
XMHDM544 P ?j;onTi?e?:Lies?gr?;iﬁgﬁ drainable, midi pouch size, 31075
XMHDM713 po— ?;;or;nitc;?t\gfﬁsge-piece, drainable, midi pouch size, 31075
XMHDL513 B ® gz;?Tgn?;visc;gr?er:eﬁgigce, drainable, maxi pouch 31075
XMHDL713 Aurum® g;;?q\gr:rivéi:;er:er;g::ce, drainable, maxi pouch 31075
Aurum®, Ostomy Device One-Piece, Stoma Cap

XMHSS513 Aurum® hO;t(;)my device one-piece, stoma cap, 13mm starter 31066
XMHSS535 Aurum® gzt:qr;ﬂ(\cﬂzvice one-piece, stoma cap, 35mm pre-cut 31066
Aurum®, Ostomy Device One-Piece, Urostomy

XMHUMS513 Aurum® ?;rtri)rgwitii\gfﬁjge-piece, urostomy, midi pouch size, 64583
XMHUM519 A ?;rtr:)nr?)éli?:ﬁesc:;;ﬁiﬁg% urostomy, midi pouch size, 64583
XMHUM522 Aurum® g;r;onrqr%i?;:ﬁestt);riﬁﬁgg urostomy, midi pouch size, 64583
XMHUMS525 Kiifiin® g)ssr:jomm)é:i;gﬁes?g;-g?gé urostomy, midi pouch size, 64583
XMHUM529 Aurum® é);rtnonr?)é:j;zﬁes?gri-; iﬁgg urostomy, midi pouch size, | s4599
XMHUMS532 ALAiR® gzsrtr:)nTyF; :ie?\cfiuc;es?::-giﬁgg, urostomy, midi pouch size, 64583
XMHUM535 Aurum® g)éaéqon[‘n)é:i:;{ies?&i-;iﬁgg urostomy, midi pouch size, 64583
YMHUM538 Aurum® gggqor;nyégzﬁes?;ifiﬁg& urostomy, midi pouch size, 64583
XMHUM713 Aurum® ?;;orzﬂitc;i\;ifﬁ&ge-piece, urostomy, midi pouch size, 64583

Page 4 of 22

Registered Office: C

A CliniMed Group Company

avell House, Knaves Beech Way, Loudwater, High Wycombe,

Bucks HP10 9QY United Kingdom Registered in England 2170535 VAT No. 475 6939 87




Welland Medical Ltd

EU Declaration of Conformity for Aurum

Version: 7.0

® Date: 16/03/2023

XMHUM719 Aurum® ?ertnonrrséi?:{;es?;;g}i:gz, urostomy, midi pouch size, 64583
XMHUM722 Aurum® g;r;og%ii\:/hcte;;;gfg& urostomy, midi pouch size, 64583
XMHUM725 Aurum® ?;:HOHT;%?:LcteS?;;-apiﬁgg urostomy, midi pouch size, 64583
XMHUM729 Aurum® zogs;onTgérc‘!:ch;es?grifiﬁgg urostomy, midi pouch size, 64583
XMHUM732 Aurum® ggéogéi?ghies?giﬁfg;: urostomy, midi pouch size, 64583
XMHUM735 Aurum® g;;argné?e?:ﬁes?;;—g)fg& urostomy, midi pouch size, 64583
XMHUM738 Aurum® ggraonr:\%fle?;ﬁzgﬁ-;fg% urostomy, midi pouch size, 64583
XMHUL513 Aurum® gié?r:\grfgv;c;:r?;eﬁgigce, urostomy, maxi pouch 64583
XMHUL713 Aurum® g;;o Tgn?rivisiir?er:eﬁgigce, urostomy, maxi pouch 64583
Aurum®, Ostomy Device One-Piece, Urostomy

KHIMS1S e e o] o453
XMW | puram® | Do Seice oneplece ostomy WISPRT | o
KMHTLSS | ame | Geiomy derico onepiece wosiory wih @poed | orsay
XUHMTI9 [ m® | Doy device onepece woslomy i oS aases
Aurum® 2, Ostomy Device Two-Pieces, Closed
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XMH2C145 Aurum® 2 ‘?sr;omnnrfifge\éiigz two-piece, closed, maxi pouch size, 31067
XMH2C155 Hijparr® 3 gssrtnomnnr(i:ge:iiczxea two-piece, closed, maxi pouch size, 31067
XMH2C170 Aurum® 2 ?(]Sr:’]OnT};‘,ir?ge;iiCZ;Z two-piece, closed, maxi pouch size, 31067
XMH2C545 —T S;r;og%:ge\;iigg two-piece, closed, midi pouch size, 31067
Y MH2C555 Aurum® 2 ?g;og;:ir?ge\;iigg two-piece, closed, midi pouch size, 31067
XMH2C570 Aurum® 2 ;);rt:r;ns:ir?ge\;iizz two-piece, closed, midi pouch size, 31067
XMH2C445 Aurum® 2 Sg;og;:i:ge\;iigz two-piece, closed, mini pouch size, 31067
XMH2C455 Aurum® 2 g;r:]onTg:indge:iigZ two-piece, closed, mini pouch size, 31067
Aurum® 2, Ostomy Device Two-Pieces, Drainable

XMH2D 145 Aurum® 2 g;;?rzgn’?niv;gnzt\;;piece, drainable, maxi pouch 31076
XMH2D 155 Aurum® 2 3;;??gn?rﬁvi?negt\ggépiece, drainable, maxi pouch 31076
XMH2D 170 Aurum® 2 g;;?r;1gn?riv:?negjtggépiece, drainable, maxi pouch 31076
XMH2D545 Aurum® 2 ?ss:nor:]nyr/igge\;igitwo-piece, drainable, midi pouch size, 31076
XMH2D555 Aurum® 2 ggrfrnmg;fi:;\;iéztwo-piece, drainable, midi pouch size, 31076
XMH2D570 Aurum® 2 _Cf)osrt:nr:'lyr/igge\;iiczeetwo-piece, drainable, midi pouch size, 31076
XMH2D445 - Aurum® 2 z(i);t‘lor;nségge\;i;ee two-piece, drainable, mini pouch size, 31076
XMH2D 455 Aurum® 2 gssr‘frtlanr:nrrgge}\g;ee two-piece, drainable, mini pouch size, 31076
Aurum® 2, Ostomy Device Two-Pieces, Urostomy

XMH2U145 Aurum® 2 g;’;c’)rzsyr:&v;icnzt\;\géplece, urostomy, maxi pouch 31069
XMH2U345 Aurum® 2 8;;?Tgnﬁirﬁvir;:n%tggépiece, urostomy, maxi pouch 31069
XMH2U155 AiiiE® 2 gz;?rggrgriviic;’ztgzépiece, urostomy, maxi pouch 31069
XMH2U355 Aiiii® 2 gz;c,)?gr:rivﬁztggépiece, urostomy, maxi pouch 31069
XMH2U545 — A(r);r:ﬁlonr:wﬁ:;\;ifzztwo-piece, urostomy, midi pouch size, 31069
XMH2U745 aiigin® 2 gss:qor?ﬁ:ge\;iiczztwo-piece, urostomy, midi pouch size, 31069
XMH2U555 A2 ?;r;or?%g;\;iizitwo-plece, urostomy, midi pouch size, 31069
XMH2U755 Aurum® 2 gﬁsr?nr{nrfi:;\;iicz\ztwo-piece, urostomy, midi pouch size, 31069
Aurum® 2, Ostomy Device Two-Pieces, Flange

XMH2E413 - ?;:gitg:;cﬁgrgos}ggace flat flange, 45mm ring size, 48159
XMH2E419 i o ?S;OnTitga/;ciotr;os}gLece flat flange, 45mm ring size, 48159
XMH2E422 Aurum® 2 ;);ri]on?itg:;cg;rgos-ig;ece flat flange, 45mm ring size, 48159
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XMH2F425 Aurum® 2 g);r;ornmitg?;cr?;rgos}zgece flat flange, 45mm ring size, 48159
XMH2F429 Aurum® 2 g)gs;or;nitgi/;crfgr;os}zgece flat flange, 45mm ring size, 48159
XMH2E432 Aurum® 2 ?;éo&nitg?;cgggos}zgece flat flange, 45mm ring size, 48159
XMH2F435 Aurum® 2 ;)ss:no;n;tc;:;cfjelotl\gos-ig;ece flat flange, 45mm ring size, 48159
XMH2F438 Aurum® 2 gasr:}onr;ngs/’tgi\{;c;e:otl\gos-izfce flat flange, 45mm ring size, 48159
XMH2E513 Aurum® 2 ?Bsrtnor;nitga/;csotl\gos-izieece flat flange, 55mm ring size, 48159
XMH2F538 Aurum® 2 g;;ogitgﬁf;csotgos}gfce flat flange, 55mm ring size, 48159
XMH2F544 Aurum® 2 A(r)j;onrritg?;c}?ot‘\gos-gieece flat flange, 55mm ring size, 48159
XMH2E713 Aurum® 2 %sr‘:jor;n)étc;?:;cf?otgos-iggace flat flange, 70mm ring size, 48159
Aurum® 2, Ostomy Device Two-Pieces, Convex Flange
XMH2NE413 . g)i;t;)Tgnfniv;c;gr;v;or;gllgc;,zgonvex flange, 45mm ring 48158
XMH2NF419 Aurum® 2 gz;c’)Tgniirivisc;gr‘:]\n;or;gilic;,zgonvex flange, 45mm ring 48158
XMH2NE422 Riiitin® 2 g;t:r;gr:riviscéirL\A;or;;;il‘Zc;,zgonvex flange, 45mm ring 48158
XMH2NF425 Aurum® 2 g;t;,)r;grr?niv;ice);v;oﬁgilgc;,zgonvex flange, 45mm ring 48158
XMH2NE513 i g;:Tgrrc\i;vistzgrf’!\r\;oi;gilgc;,zeconvex flange, 55mm ring 48158
XMH2NF525 Aurum® 2 g;;c’)rggrﬁriv;%gr::\;or-lgilic;.zgonvex flange, 55mm ring 48158
XMH2NF529 Auiin® 2 gzt:lggn?niv;czgr;\:oégilzc;,zgonvex flange, 55mm ring 48158
XMH2NF532 Aurum® 2 g;(tac‘)rggr:;visiiév;og]zilzc;;gonvex flange, 55mm ring 48158
XMH2NE535 Aurum® 2 g)i;t;,)gagn?;visigév\;or;gi;csei,zgonvex flange, 55mm ring 48158
XMH2NF713 | Aurum® 2 83;??;35"53r;‘zoggiicg’zgonvex flange. TOMM ARG | 4o en
Aurum® 2, Ostomy Device Two-Pieces, Urostomy Convex Flange
XMH2NUF419 | Aurum® 2 555;"”2”‘:1fge‘éiicz’g,tfl"gépr:]e‘;";éf‘;ﬁfto"‘y' sonvex flange, | 4oisg
XMH2NUF422 | Aurum® 2 fg;"nwi:ge‘;iizglt‘é";r;prﬁ%f‘gﬁftomy' canvexMangs, | syss
XMH2NUF425 | Aurum® 2 f;;on[l“fi:ge‘;iigg't‘é";;pr;e;?éf’gﬁft(’my’ convex fiangs, | a9eq
XMH2NUF525 | Aurum® 2 g;:nonzn%:ge\;iigg’tg/5or;1pr:]ec;)eréir3tstomy, convex flange, 48158
XMH2NUF529 | Aurum® 2 g;;onqn%:ge\;iiczzg,t\évgr;]p:qec;tiéirﬁtstomy, convex flange, 48158
XMH2NUF532 | Aurum® 2 gssr:]onr:l)rfi:qe\;iicz::,t\gfgép;ec;)eréirststorny, convex flange, 48158
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Ostomy device two-piece, urostomy, convex flange,

\ovators In Stomacare

XMH2NUF535 | Aurum® 2 ESmm ring €ize; 35mm prascut 48158
Aurum® 2, Ostomy Device Two-Pieces, Urostomy Flange
XMH2UF419 | Aurum® 2 S:;%Tiég:;‘f:ﬂ%ﬁ‘;cef urostomy flange, 45mm | 4g459
XMH2UF422 | Aurum® 2 ?rfgtosr}“zﬁ'dg;gfui";%;ﬁﬁce’ upastamy Jlangs, 3500 | ypyeg
XMH2UF425 | Aurum® 2 S:;’;;’;’dg:’;?:u?"gﬁﬁce' urostomy flange, 45mm | 4g45q
XMH2UF429 | Aurum® 2 Sﬁ;OSTZLds;’;fuiV‘égﬁﬁce’ urostomy TargE, 4M0M | yoyeg
YMH2UF432 Aurum® 2 (r?r?gtosr?zids:g?fu:\aé%xﬁce, urostomy flange, 45mm 48159
XMH2UF435 | Aurum® 2 Srf’éosr{‘zifjs;’;fuf[‘“é%}f’]ﬁce’ umostomy flange, 49Mm | 4pqeg
XMH2UF438 | Aurum® 2 Srfé";‘zgdsg’;ffui"g%'rﬁﬁce' urostomy flange, 45mm | 45459
XMH2UF513 | Aurum® 2 ?rfgtosr}’;é,dgﬂfti;‘;{ﬂg_iggr‘?nfmsmmy flange, S5MM. | saq5q
Aurum® Xtra, Ostomy Device One-Piece, Closed
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Aurum® Convex, Ostomy Device One-Piece, Closed
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Ostomy device one-piece, closed, mini pouch size,

starter hole

®
XMHNCMB13 Aurum™ Convex convex, medium plateau 35mm, 13mm starter hole 31066
Ostomy device one-piece, closed, midi pouch size,
®
XMHNCM713 | Aurum™ Convex | o,nvex medium plateau 35mm, 13mm starter hole IDEE
Ostomy device one-piece, closed, maxi pouch size,
®
XMHNCM313 Aurum™ Convex convex, medium plateau 35mm, 13mm starter hole 31066
Ostomy device one-piece, closed, maxi pouch size
® . L
XMHNCM919 | Aurum™ Convex convex medium plateau 35mm, 19mm pre-cut o
Ostomy device one-piece, closed, maxi pouch size,
® L}
XMHNCMS22 | Aurum™ Convex | .,nyex medium plateau 35mm, 22mm pre-cut 31066
Ostomy device one-piece, closed, maxi pouch size,
®
XMHNCMS325 | Aurum® Convex | ¢onvex, medium plateau 35mm, 25mm pre-cut SHRE
Ostomy device one-piece, closed, maxi pouch size,
®
XMHNCM929 | Aurum™ Convex | ¢4nyex, medium plateau 35mm, 29mm pre-cut e
Ostomy device one-piece, closed, maxi pouch size,
®
XMHNCM3I32 | Aurum™ Convex | ., vex medium plateau 35mm, 32mm pre-cut SATEG
Ostomy device one-piece, closed, maxi pouch size,
®
XMHNCM935 | Aurum™ Convex convex, medium plateau 35mm, 35mm pre-cut 31068
Ostomy device one-piece, closed, maxi pouch size,
®
XMHNCL313 | Aurum® Convex | conyex, large plateau 48mm, 13mm starter hole H1068
Ostomy device one-piece, closed, midi pouch size,
®
AMIENCLATS Aurum™ Convex convex, large plateau 48mm, 13mm starter hole 31066
Ostomy device one-piece, closed, midi pouch size
MHN 2 ® ! ! ! 10
. Ciss PR e convex, large plateau 48mm, 32mm pre-cut alieh
my devi -piece, d, midi pouch size,
XMHNCLS35 Aurum® Convex Ostomy device one-piece, closed, midi pouch size 31066
convex, large plateau 48mm, 35mm pre-cut
Ost evice one-piece, closed, midi pouch size,
XMHNCL538 Aurum® Convex stomy d plec e 31066
convex, large plateau 48mm, 38mm pre-cut
Ostom ic -piece, closed, midi h size,
YMHNCL544 Aurum® Convex stomy device one-piece, clo midi pouch size 31066
convey, large plateau 48mm, 44mm pre-cut
Ostomy device one-piece, cl , midi h size,
XMHNCL713 Eauni® Coiigas stomy device one-piece, closed, midi pouch size 31066
convex, large plateau 48mm, 13mm starter hole
Ost devi -pi closed, maxi h size,
XMHNCL913 P — stomy ice one-piece, d, maxipouch s 31066
convex, large plateau 48mm, 13mm starter hole
Ostomy device one-piece, closed, maxi pouch size,
XMHNCLS32 | Auum® Convex | oo °¢ g XIPOUCN SIz&, 1 31066
convey, large plateau 48mm, 32mm pre-cut
Ost device -piece, closed, i h size,
XMHNCLO35 Aii® Canver omy device one-piece, closed, maxi pouch size 31066
convey, large plateau 48mm, 35mm pre-cut
stomy device one-pi closed, i h size,
XMHNCLO38 Aurum® Convex Ostomy device piece, closed, maxipouch size 31066
convey, large plateau 48mm, 38mm pre-cut
Ostomy device -piece, closed, i pouch size,
XMHNCL944 | Aurum® Convex y device one-plece, closed, maxiPOlCN SIe, | 31066
convex, large plateau 48mm, 44mm pre-cut
Ostomy device one-piece, closed, maxiplus pouch
XMHNCX013 Aurum® Convex | size, convex, extra large plateau 60mm, 13mm 31066
starter hole
Ostomy device one-piece, closed, midi plus pouch
XMHNCX113 Aurum® Convex | size, convex, extra large plateau 60mm, 13mm 31066
starter hole
Ostomy device one-piece, closed, maxiplus pouch
XMHNCX213 Aurum® Convex | size, convex, extra large plateau 60mm, 13mm 31066
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Ostomy device one-piece, closed, midi plus pouch

size, convex, medium plateau 35mm, 19mm pre-cut

XMHNCX813 Aurum® Convex | size, convex, extra large plateau 60mm, 13mm 31066
starter hole

Aurum® Convex, Ostomy Device One-Piece, Drainable

KMANDSO1_| Aurum® Convex | CEIoTY Sevceoneplecs e, nex pouct s

XMHNDS925 | Aurum® Convex | Sise, convex. smallplatesu Zamm. 35men proot | 1075
Ostomy device one-piece, drainable, maxi pouch

XMHNDM313 | Aurum® Convex fliozfé convex, medium plateau 35mm, 13mm starter 31075

XMHNDM413 | Aurum® Conves: | gonyaxt moct plasaus 3. 1aram starar roms | 31075
Ostomy device one-piece, drainable, maxi pouch

XMHNDM913 | Aurum® Convex | size, convex, medium plateau 35mm, 13mm starter 31075

XMHNDM919 | Aurum® Convex r(1)05|’?0myde\.'iceone-piece,drainable, maxi pouch 31075

Innnyy
IRIR1BAY,
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Ostomy device one-piece, drainable, maxi pouch
®
XMHNDM922 | Aurum™ Convex size, convex, medium plateau 35mm, 22mm pre-cut 21015
Ostomy device one-piece, drainable, maxi pouch
®
RMFNDISS Aurum™ Convex size, convex, medium plateau 35mm, 25mm pre-cut iy
Ostomy device one-piece, drainable, maxi pouch
®
XMHNDMI29 | Aurum™ Convex | qi o convex, medium plateau 35mm, 29mm pre-cut 31075
Ostomy device one-piece, drainable, maxi pouch
®
XMHNDM332 | Aurum™ Convex size, convex, medium plateau 35mm, 32mm pre-cut s
Ostomy device one-piece, drainable, maxi pouch
®
XMHNDM935 Aurum™ Convex size, convex, medium plateau 35mm, 35mm pre-cut 31075
Ostomy device one-piece, drainable, maxi pouch
®
AMHRDLS1S Aurum™ Convex size, convex, large plateau 48mm, 13mm starter hole 31075
Ostomy device one-piece, drainable, midi pouch size,
®
XMHNDL513 Aurum™ Convex convex, large plateau 48mm, 13mm starter hole ki
Ostomy device one-piece, drainable, midi pouch size,
®
e Aurum™ Convex convex, large plateau 48mm, 32mm pre-cut 31075
Ostomy device ane-piece, drainable, midi pouch size,
®
AMENRL3S Aurum™ Convex convex, large plateau 48mm, 35mm pre-cut 31075
Ostomy device one-piece, drainable, midi pouch size,
®
XMHNDL538 | Aurum™ Convex | conyex, large plateau 48mm, 38mm pre-cut aES
Ostomy device one-piece, drainable, midi pouch size,
®
XMHNDL544 Aurum™ Convex convex, large plateau 48mm, 44mm pre-cut ——
® Ostomy device one-piece, drainable, midi pouch size,
XMHNDL713 | Aurum™ Convex | .,nvex, large plateau 48mm, 13mm starter hole 31075
Ostomy device one-piece, drainable, maxi pouch
® L
XMHNDLO13 | Aurum® Convex size, convex, large plateau 48mm, 13mm starter hole allra
Ostomy device one-piece, drainable, maxi pouch
®
XMHNDLO32 Aurum™ Convex size, convex, large plateau 48mm, 32mm pre-cut 81073
Ostomy device one-piece, drainable, maxi pouch
®
SEEIELERS Aurum™ Convex size, convex, large plateau 48mm, 35mm pre-cut HEre
Ostomy device one-piece, drainable, maxi pouch
®
AMHNDLI33 Aurum™ Convex size, convex, large plateau 48mm, 38mm pre-cut 31075
Ostomy device one-piece, drainable, maxi pouch
®
XMHNDLS44 Aurum™ Convex size, convex, large plateau 48mm, 44mm pre-cut 21078
Ostomy device one-piece, drainable, maxi plus
XMHNDX013 Aurum® Convex | pouch size, convex, extra large plateau 60mm, 31075
13mm starter hole
Ostomy device one-piece, drainable, midi plus pouch
XMHNDX113 | Aurum® Convex | size, convex, extra large plateau 60mm, 13mm 31075
starter hole
Ostomy device one-piece, drainable, maxi plus
XMHNDX213 Aurum® Convex | pouch size, convex, extra large plateau 60mm, 31075
13mm starter hole
Ostomy device one-piece, drainable, midi plus pouch
XMHNDX813 Aurum® Convex | size, convex, extra large plateau 60mm, 13mm 31075
starter hole
Aurum® Convex, Ostomy Device One-Piece, Urostomy
Ostomy device one-piece, urostomy, maxi pouch
®
XMHNUS313 Aurum™ Convex size, convex, small plateau 25mm, 13mm starter hole 64583
Ostomy device one-piece, urostomy, midi pouch size,
®
AMENUSEI Aurum™ Convex convex, small plateau 25mm, 13mm starter hole 84558
Ostomy device one-piece, urostomy, midi pouch size,
®
XMHNUS519 | Aurum™ Convex | ¢nyex small plateau 25mm, 19mm pre-cut 64585
Ostomy device one-piece, urostomy, midi pouch size
® ,
XMHNLISE22 Aurum™ Convex convex, small plateau 25mm, 22mm pre-cut Haha
Ostomy device one-piece, urostomy, midi pouch size
® ,
KMENUSEZS Aurum™ Convex convex, small plateau 25mm, 25mm pre-cut 64583

(NNO
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Ostomy device one-piece, urostomy, midi pouch size,

convex, large plateau 48mm, 13mm starter hole

XMHNUS713 | Aurum® Convex convex, small plateau 25mm, 13mm starter hole 64583
XMHNUSS13 | Aurum® Convex | g cornen, smal sstess Saumn, o stater hole | 64583
XMHNUSO19 | Aurum® Convex | qizscornex. smal istess 3ot 2omes prasas | 64583
XMHNUS922 | Aurum® Convex | cis”corton. smal sstecs o, Som prasay | 64583
XMHNUSO25 | Aurum® Convex | ci cornen. smal plstecu Sa, Som prasny | 64583

Ostomy device one-piece, urostomy, maxi pouch
XMHNUM313 | Aurum® Convex | size, convex, medium plateau 35mm, 13mm starter 64583

hole

Ostomy device one-piece, urostomy, maxi pouch
XMHNUM913 | Aurum® Convex Eiozltz, convex, medium plateau 35mm, 13mm starter 64583
XMHNUMO19 | Aurum® Gonvex | ge” C0 \vox. mediun pisteas Sommr. 1o o put | 64583
XMHNUMO22 | Aurum® Convex | g conver, medium pisteau Ssmmr. S5mrt proeut_| 64583
KMHNUMS25 | Aunum® Gonvex | g corew, medium piaioan Samme, Sammt prasut | 54523
XMHNUMO29 | Aurum® Canvex | g0 0 o e it 35 Somes oreput | 64983
XMHNUMSS2 | A ® GonveX | e, conves, medi hatest Sy, S promat | =522
XMHNUMS35 | Aurum® Gonvex | oo (0 on mediun plateas Sormmr. atoam oreput | 64583
XMHNULSS | Aurmem® GonveX | gize, comven. large petsas 4. samm st pale | #4583
XMHNULS13 | Aurum® Convex: | cont e Lace biatemn abcamn. 0o stater o~ | 64583
XMHNUL544 | Aurum® Convex gj;‘;g(y ?a?;i:iloartf;zii‘éfﬁn‘fioﬂ%mmy'prr“;‘_j;ﬁo”"h 528, | 64583
XMHNUL713 P I — Ostomy device one-piece, urostomy, midi pouch size, 64583
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XMHNUL913

Aurum® Convex

Ostomy device one-piece, urostomy, maxi pouch
size, convex, large plateau 48mm, 13mm starter hole

64583

XMHNULS32

Aurum® Convex

Ostomy device one-piece, urostomy, maxi pouch
size, convex, large plateau 48mm, 32mm pre-cut

64583

XMHNULE35

Aurum® Convex

Ostomy device one-piece, urostomy, maxi pouch
size, convex, large plateau 48mm, 35mm pre-cut

64583

XMHNUL938

Aurum® Convex

Ostomy device one-piece, urostomy, maxi pouch
size, convex, large plateau 48mm, 38mm pre-cut

64583

Aurum® Profile,

Ostomy Device One-Piece, Closed

XMHCCS313

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

31066

XMHCCS413

Aurum® Profile

Ostomy device one-piece, closed, mini pouch size,
mouldable flange, small plateau 256mm, 13mm starter
hole

31066

XMHCCS513

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

31066

XMHCCS519

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, small plateau 25mm, 19mm pre-
cut

31066

XMHCCS522

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, small plateau 25mm, 22mm pre-
cut

31066

XMHCCS525

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, small plateau 25mm, 25mm pre-
cut

31066

XMHCCS613

Aurum® Profile

Ostomy device one-piece, closed, mini pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

31066

XMHCCS713

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

31066

XMHCCS913

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, small plateau 26mm, 13mm starter
hole

31066

XMHCCS919

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, small plateau 26mm, 19mm pre-
cut

31066

XMHCCS922

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, small plateau 25mm, 22mm pre-
cut

31066

XMHCCS925

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, small plateau 25mm, 25mm pre-
cut

31066

XMHCCM313

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31066

XMHCCM413

Aurum® Profile

Ostomy device one-piece, closed, mini pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31066

XMHCCM513

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31066

XMHCCM519

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 19mm
pre-cut

31066

O

Page 14 of 22

vators in Stomacare

A CliniMed Group Company

Registered Office: Cavell House, Knaves Beech Way, Loudwater, High Wycombe,
Bucks HP10 9QY United Kingdom Registered in England 2170535 VAT Mo. 475 6939 87




Welland Medical Ltd

EU Declaration of Conformity for Aurum®

Version: 7.0
Date:

16/03/2023

XMHCCM522

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 22mm
starter hole

31066

XMHCCM525

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 25mm
pre-cut

31066

XMHCCM529

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 29mm
pre-cut

31066

XMHCCM532

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 32mm
pre-cut

31066

XMHCCM535

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 35mm
pre-cut

31066

XMHCCM®613

Aurum® Profile

Ostomy device one-piece, closed, mini pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31066

XMHCCM713

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31066

XMHCCM913

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31066

XMHCCM919

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, medium plateau 35mm, 19mm
pre-cut

31066

XMHCCM922

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, medium plateau 35mm, 22mm
pre-cut

31066

XMHCCM925

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size
mouldable flange, medium plateau 35mm, 25mm
pre-cut

7

31066

XMHCCM929

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, medium plateau 35mm, 29mm
pre-cut

31066

XMHCCM932

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, medium plateau 35mm, 32mm
pre-cut

31066

XMHCCM935

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, medium plateau 35mm, 35mm
pre-cut

31066

XMHCCL313

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

31066

XMHCCL513

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

31066

XMHCCL532

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, large plateau 48mm, 32mm pre-
cut

31066

XMHCCL535

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, large plateau 48mm, 35mm pre-
cut

31066

XMHCCL538

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, large plateau 48mm, 38mm pre-
cut

31066
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XMHCCL544

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, large plateau 48mm, 44mm pre-
cut

31066

XMHCCL713

Aurum® Profile

Ostomy device one-piece, closed, midi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

31066

XMHCCL913

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

31066

XMHCCL932

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, large plateau 48mm, 32mm pre-
cut

31066

XMHCCL935

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, large plateau 48mm, 35mm pre-
cut

31066

XMHCCL938

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, large plateau 48mm, 38mm pre-
cut

31066

XMHCCLg44

Aurum® Profile

Ostomy device one-piece, closed, maxi pouch size,
mouldable flange, large plateau 48mm, 44mm pre-
cut

31066

XMHCCX013

Aurum® Profile

Ostomy device one-piece, closed, maxi plus pouch
size, mouldable flange, extra large plateau 60mm,
13mm starter hole

31066

XMHCCX113

Aurum® Profile

Ostomy device one-piece, closed, midi plus pouch
size, mouldable flange, extra large plateau 60mm,
13mm starter hole

31066

XMHCCX213

Aurum® Profile

Ostomy device one-piece, closed, maxi plus pouch
size, mouldable flange, extra large plateau 60mm,
13mm starter hole

31066

XMHCCX813

Aurum® Profile

Ostomy device one-piece, closed, midi plus pouch
size, mouldable flange, extra large plateau 60mm,
13mm starter hole

31066

Aurum® Profile

, Ostomy Device One-Piece, Drainable

XMHCDS313

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, small plateau 25mm, 13mm
starter hole

31075

XMHCDS413

Aurum® Profile

Ostomy device one-piece, drainable, mini pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

31075

XMHCDS513

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

31075

XMHCDS519

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, small plateau 25mm, 19mm pre-
cut

31075

XMHCDS522

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, small plateau 25mm, 22mm pre-
cut

31075

XMHCDS525

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, small plateau 25mm, 25mm pre-
cut

31075

XMHCDS613

Aurum® Profile

Ostomy device one-piece, drainable, mini pouch size,
mouldable flange, small plateau 256mm, 13mm starter
hole

31075

XMHCDS713

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, small plateau 26mm, 13mm starter
hole

31075

Talall
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XMHCDS913

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, small plateau 25mm, 13mm
starter hole

31075

XMHCDS919

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, small plateau 25mm, 19mm
pre-cut

31075

XMHCDS922

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, small plateau 25mm, 22mm
pre-cut

31075

XMHCDS925

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, small plateau 25mm, 25mm
pre-cut

31075

XMHCDM313

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
13mm starter hole

31075

XMHCDM413

Aurum® Profile

Ostomy device one-piece, drainable, mini pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31075

XMHCDM513

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31075

XMHCDM519

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 19mm
pre-cut

31075

XMHCDM522

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 22mm
pre-cut

31075

XMHCDM525

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 25mm
pre-cut

31075

XMHCDM529

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 29mm
pre-cut

31075

XMHCDM532

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 32mm
pre-cut

31075

XMHCDM535

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 35mm
pre-cut

31075

XMHCDM®613

Aurum® Profile

Ostomy device one-piece, drainable, mini pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31075

XMHCDM713

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

31075

XMHCDM913

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
13mm starter hole

31075

XMHCDM919

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
19mm pre-cut

31075

XMHCDM922

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
22mm pre-cut

31075

XMHCDM925

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
25mm pre-cut

31075

NN
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XMHCDM929

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
29mm pre-cut

31075

XMHCDM832

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
32mm pre-cut

31075

XMHCDM935

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, medium plateau 35mm,
35mm pre-cut

31075

XMHCDL313

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, large plateau 48mm, 13mm
starter hole

31075

XMHCDL513

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

31075

XMHCDL532

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, large plateau 48mm, 32mm pre-
cut

31075

XMHCDL535

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, large plateau 48mm, 35mm pre-
cut

31075

XMHCDL538

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, large plateau 48mm, 38mm pre-
cut

31075

XMHCDL544

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, large plateau 48mm, 44mm pre-
cut

31075

XMHCDL713

Aurum® Profile

Ostomy device one-piece, drainable, midi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

31075

XMHCDL913

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, large plateau 48mm, 13mm
starter hole

31075

XMHCDL932

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, large plateau 48mm, 32mm
pre-cut

31075

XMHCDL935

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, large plateau 48mm, 35mm
pre-cut

31075

XMHCDLO38

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, large plateau 48mm, 38mm
pre-cut

31075

XMHCDL944

Aurum® Profile

Ostomy device one-piece, drainable, maxi pouch
size, mouldable flange, large plateau 48mm, 44mm
pre-cut

31075

XMHCDX013

Aurum® Profile

Ostomy device one-piece, drainable, maxi plus
pouch size, mouldable flange, extra large plateau
60mm, 13mm starter hole

31075

XMHCDX113

Aurum® Profile

Ostomy device one-piece, drainable, midi plus pouch
size, mouldable flange, extra large plateau 60mm,
13mm starter hole

31075

XMHCDX213

Aurum® Profile

Ostomy device one-piece, drainable, maxi plus
pouch size, mouldable flange, extra large plateau
60mm, 13mm starter hole

31075

XMHCDX813

Aurum® Profile

Ostomy device one-piece, drainable, midi plus pouch
size, mouldable flange, extra large plateau 60mm,
13mm starter hole

31075

Aurum® Profile, Ostomy Device One-Piece, Urostomy
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XMHCUS313

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, small plateau 25mm, 13mm
starter hole

64583

XMHCUS513

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

64583

XMHCUS519

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, small plateau 25mm, 19mm pre-
cut

64583

XMHCUS522

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, small plateau 25mm, 22mm pre-
cut

64583

XMHCUS525

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, small plateau 25mm, 25mm pre-
cut

64583

XMHCUS713

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, small plateau 25mm, 13mm starter
hole

64583

XMHCUS913

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, small plateau 25mm, 13mm
starter hole

64583

XMHCUS919

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, small plateau 25mm, 19mm
pre-cut

64583

XMHCUS922

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, small plateau 25mm, 22mm
pre-cut

64583

XMHCUS925

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, small plateau 25mm, 25mm
pre-cut

64583

XMHCUM313

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
13mm starter hole

64583

XMHCUMS513

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

64583

XMHCUM519

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 19mm
pre-cut

64583

XMHCUM522

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 22mm
pre-cut

64583

XMHCUM525

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 25mm
pre-cut

64583

XMHCUM529

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 29mm
pre-cut

64583

XMHCUMS532

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 32mm
pre-cut

64583

XMHCUM535

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 35mm
pre-cut

64583

XMHCUM713

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, medium plateau 35mm, 13mm
starter hole

64583
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XMHCUME13

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
13mm starter hole

64583

XMHCUMS19

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
19mm pre-cut

64583

XMHCUMB822

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
22mm pre-cut

64583

XMHCUM925

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
25mm pre-cut

64583

XMHCUM829

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
29mm pre-cut

64583

XMHCUM®@32

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
32mm pre-cut

64583

XMHCUM935

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, medium plateau 35mm,
35mm pre-cut

64583

XMHCUL313

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, large plateau 48mm, 13mm
starter hole

64583

XMHCUL513

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

64583

XMHCUL532

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, large plateau 48mm, 32mm pre-
cut

64583

XMHCUL535

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, large plateau 48mm, 35mm pre-
cut

64583

XMHCUL538

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, large plateau 48mm, 38mm pre-
cut

64583

XMHCUL544

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, large plateau 48mm, 44mm pre-
cut

64583

XMHCUL713

Aurum® Profile

Ostomy device one-piece, urostomy, midi pouch size,
mouldable flange, large plateau 48mm, 13mm starter
hole

64583

XMHCULS13

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, large plateau 48mm, 13mm
starter hole

64583

XMHCUL932

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, large plateau 48mm, 32mm
pre-cut

64583

XMHCUL935

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, large plateau 48mm, 35mm
pre-cut

64583

XMHCUL938

Aurum® Profile

Ostomy device one-piece, urostomy, maxi pouch
size, mouldable flange, large plateau 48mm, 38mm
pre-cut

64583

Aurum®, Ostomy Device One-Pie

ce, Closed, with Collars (for Spain only)

XMHCS513C

Aurum®

Ostomy device one-piece, closed, mini pouch size,

13mm starter hole, collars included

31066
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Ostomy device one-piece, closed, mini pouch size,

flushable liner, 19mm stoma hole, collars included

AMHOS525C Aurum® 25mm pre-cut stoma hole, collars included B1066
Aurum®, Ostomy Device One-Piece, Drainable, with Collars (for Spain only)

Aurum® Xtra, Ostomy Device One-Piece, Closed, with Collars (for Spain only)

XMHFL519C Aurum® Xira Ostomy device one-piece, closed, maxi pouch size, 31066

Version History

Version Compiled by Date Description

1.0 Beata Lesiak 03/03/2020 New format of the DOC

2.0 Beata Lesiak 13/05/2020 Updated with trademarks

3.0 Beata Lesiak 11/08/2020 Products for Spain added (CN2044);

4.0 Beata Lesiak 12/08/2020 Updated with EU Authorised
Representative details

5.0 Amya Traher 18/09/2020 Version 4.0 cancelled due to error in
approval cycle. No other changes from
Version 4.0
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Welland Medical Ltd Version: 7.0

EU Declaration of Conformity for Aurum® Date:  16/03/2023
6.0 Beata Lesiak 07/05/2021 Transition to Medical Device Regulation
EU/2017/745
7.0 Mithila Merupula 16/03/2023 Added EUDAMED SRN number and
deleted EN 1041:2008
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