Welland Medical Ltd

EU Declaration of Conformity for Flair Active®

Version: 3.0
Date: 01/06/2021

Declaration of Conformity

for Flair Active®

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:

Flair Active®

Legal Manufacturer:

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

Variants:

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

Basic UDI-DI:

5024310X9478

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 FIr., Tower Street,
Swatar, BKR 4013 Malta

SRN: MT-AR-000000234

Medical Device Regulation
Assessment Route:

Self-certification by Medical Device Regulation, Article 52, Annex Il,
Annex lll;

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

Name Samantha Jackson

Position Managing Director

N 202 )

Date

Signed T‘(Qé@ /bOA

Place Crawley, West Sussex, UK

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
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Appendix | — Applicable Standards

This present declaration is also in conformity with the following European standards and Common Specifications:

Name

Standard/ Common
Specifications/ Document

Description

EN 1041:2008

Information supplied by the manufacturer of medical devices

EN ISO 13485:2016

Medical Devices — Quality Management Systems — Requirements for
Regulatory Purposes )

EN I1SO 14971:2012

Medical Devices — Application of Risk Management to Medical Devices

EN 1SO 10993-1:2009

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management process

EN ISO 156223-1:2016

Medical devices -- Symbols to be used with medical device labels,
labelling and information to be supplied -- Part 1: General requirements

Appendix Il — Product Listing/Schedule

N0

ovators in Stomacare

Product Code | Product Name | Product Description ggndDeN
Flair Active®, Ostomy Device One-Piece, Closed
XPLC513 Elair Active® ?;:ﬁrznitc;?t\:aifigze—piece, closed, maxi pouch size, 31066
XPLC525 Flair Active® ggfﬁgéﬁeezﬁes?:rﬁapf;ee closed, maxi pouch size, | 34450
XPLC529 Flair Active® ggrfﬁ%feﬂf?s%nﬁfﬁi closed, maxi pouch size, | 54066
XPLC532 Flair Active® e?;ri?g%f:\éﬁes?;rﬁ;pﬁz closed, mepd pouch size, | 505
XPLC535 Flair Active® g;rfgifjéﬁes‘t’;ﬁ:f;ee' closed, maxi pouch size, | 54664
XPLC538 Flair Active® ?gésrr:%?e?\ét:tes?;rﬁ;pf;ee, closed, maxi pouch size, 31066
XPLC544 Flair Active® ffrtr?rr:"’):’e‘?‘éﬁes‘t’g‘rﬁ;pf;ee' closed, maxi patich size, | 4ya55
XPLC713 Flair Active® ?;rfxitifgfi;ge-piece, closed, maxi pouch size, 31066
XPLCT725 Flair Active® ggfﬁn”:%fee‘éftes‘t’g‘rﬁapﬁji closed, maxi pouch size, | 34064
XPLC729 Flair Active® ggsrfrﬁ“éfee‘éﬁes?éﬁapféi closed, maxipouch slze, | 5qpgg
XPLC732 Flair Active® %Ifrﬁ’r'rn“‘éfeeiﬁesfggapfgz closed, maxipouch size; | n4pgg
XPLC735 Flair Active® ggfﬁmﬁe‘f‘éﬁes‘t’;ﬁfﬁ;i’ closed, maxi pouch size, | 515gs
XPLC738 Flair Active® ?gﬁ?&”ﬁeei&esfg‘rﬁapf;i closed, maxi pauch size, | g1pgg
XPLC744 Flair Active® fjﬁg‘é?jﬂz‘?gg?mg closed, maxi pouch size, | 34064
XPMC513 Flair Active® ?;:ﬁgitgi\gfigze-piece, closed, midi pouch size, 31066
XPMC525 Flair Active® gsslfm‘;rdeef‘éftesﬁgrﬁfmz closed, midipoteh 828 | 5e05g
XPMC529 Flair Active® Sgﬁg‘gf:_‘éff;;ﬁ'apﬁz Clesed, midl pouch size; | 5pgs
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XPMC532 Flair Active® g;;?g%gf‘cﬁes‘t’gnﬁapﬁg closed, midi pouoh 8128, | aqaee
XPMC535 Flair Active® ?;ﬁ,?r?]‘ %Eeezﬁes?;riapﬁg olosed, midi pouch size, | 34066
XPMC538 Flair Active® ggﬁ;”éﬁ;‘éﬁz‘t’ggﬁmi' CHSCE, Ml BOLIER 528 | e
XPMC544 Flair Active® ffﬁg‘éf;‘éﬁes?ggépﬁ;z closed, midi pouch size, | 4,46
XPMCT713 Flair Active® ?;:ﬁnr:ig?t\g?i;ge-piece, closed, midi pouch size, 31066
XPMC725 Flair Active® gg‘;fnr?’;fee‘éﬁes‘fggé’mg closed.midl pouch 8128, | 41605
XPMC729 Flair Active® g;xg%feezﬁesfgﬁapfji closed, midi pouch size: | g4neq
XPMC732 Flair Active® g;f;"‘;fjgﬁes‘t’xapfji closed, midi polich 8i2e; | ayng
XPMC735 Flair Active® g;tm“’)fee‘c’ftes‘t’gn‘japfjg closed, midi pouch size, | 44665
XPMC738 Flair Active® ?gfﬁg‘gﬁ;ﬁ‘;ﬁi‘;’ﬁﬂfj@ closed, midi pouch size, | 446q
XPMC744 Flair Active® fj’;fnr:‘%f;f‘éftesf;f‘;p f;g closed, midlpoueh SR8 | 5ings
Flair Active®, Ostomy Device One-Piece, Drainable

XPLD513 Elair Active® g;;?n;grgfnvgiggfﬁoi;ce, drainable, maxi pouch 31075
XPLD525 Flair Active® g:;orggrﬁﬁq"';fe‘Jc':ﬁ;‘g;Z (EMabe. k! pelen 31075
XPLD529 Flair Active® gifnggrﬂﬁj“ﬁ?ﬁgg;‘z‘ ﬁ;?é“ab'e’ el gotich 31075
XPLD532 Flair Active® g§;°”§§£§V§;°C”ui§;§;Z ﬁg"l";”ab'e’ el it 31075
XPLD535 Flair Active® gié”?éﬁ?'ﬁ%ﬁﬁ!fﬁi ﬁgﬂ”ab'e’ maxi pouch 31075
XPLD538 Flair Active® gzéonggrﬂﬁj"ﬁgcﬁspgﬁ% ﬁg?;”ab'e’ e pouEh 31075
XPLD713 Flair Active® S:;Tgﬁf:';‘;ggfﬂfece arainasle, mex poueh 31075
XPLD725 Flair Active® gifré'érﬁfnwﬁfe(ﬁs‘,’{c?ﬁ% gg?;”ab'e’ tax pount 31075
XPLD729 Flair Active® 8§é°rggnffn"';fe°cr:ﬁ§t'§fni gg"f‘;”ab'e’ maxi pouch 31075
XPLD732 Flair Active® Siorg‘z’rﬁfn"';fec’cl‘i;’gfn‘z ﬁg‘l”;”ab'e' M pasEn 31075
XPLD735 Flair Active® g;;onggn?ﬁq"gfeocﬁgt'gﬁg ﬁg?;"ab'e' oAl e 31075
XPLD738 Flair Active® g;;onggnﬂfn“s;ocﬁggﬁg ﬁg?;”ab'e' iR panch 31075
XPLD744 Flair Active® giéoﬂzrﬁ%“;fe°cﬁgt'§;z gg?;”ab'e' TRk 31075
XPMD513 Flair Active® ?;:ﬁ;]nitc;?;eirci;r;e—piece, drainable, midi pouch size, 31075
XPMD525 Flair Active® S;,ﬁ.?;” ‘;feeiﬁesfé‘f,apfoﬁi ramale; gl peell 28 | @iy
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XPMD529 Flair Active® g;rfr;”%;’ee‘éftes‘fg‘riapfgz drainable, midi pouch size, | 54475
XPMD532 Flair Active® S;:;”’;f:‘éff;;fﬁapfgz drainable, midi pauch size, | 3447,
XPMD535 Flair Active® Sgrfrrﬁ;f’e‘?‘c’ftes‘f:%pf;‘;’ drainable, midi pouch size, | 4475
XPMD538 Flair Active® ggﬁf&“‘ggg;ﬁif;ﬁ;ﬁ;ﬁ drainable, midi pouch size, | 44475
XPMD544 Flair Active® f:;f;"‘;fee‘éﬁes‘t’g‘rﬁapfgz drainable, midi pouch size, | 54475
Flair Active®, Ostomy Device One-Piece, Drainable
XPLZ713 Flair Active® ?nztx‘jlrggffh"gz ;"19351"3;;:&2:,”@35 without filter, | 34075
Flair Active®, Ostomy Device One-Piece, Urostomy
XPUR513 Flair Active® hO;slté)my device one-piece, urostomy, 13mm starter 64583
XPUR519 Flair Active® Stgtrﬁr;)r/]gzvice one-piece, urostomy, 19mm pre-cut 64583
XPUR522 Flair Active® SOtilrﬂr:{]glleev]ce one-piece, urostomy, 22mm pre-cut 64583
XPUR525 Elair Active® ;)tzt;)]r‘:{]:!zvice one-piece, urostomy, 25mm pre-cut 64583
XPUR529 Flair Active® 3222%3!93\“08 one-piece, urostomy, 29mm pre-cut 64583
XPUR532 Elair Active® g)tzt;r:ﬁglzvice one-piece, urostomy, 32mm pre-cut 64583
XPUR535 Flair Active® SOtztrﬁr;l)rflgl:vice one-piece, urostomy, 35mm pre-cut 64583
XPUR538 Flair Active® S[zt;r;)r/}éjlzvice one-piece, urostomy, 38mm pre-cut 64583 |
XPUR713 Flair Active® hoos]t;)my device one-piece, urostomy, 13mm starter 64583
XPUR719 Elair Active® ;)t(s)tr?lr;ﬁ%;zvice one-piece, urostomy, 19mm pre-cut 64583
XPUR722 Flair Active® SOtgi?]r;%gzvice one-piece, urostomy, 22mm pre-cut 64583
XPUR725 Flair Active® Sotztrz;n)'/.'odlzvice one-piece, urostomy, 25mm pre-cut 64583
XPUR729 Flair Active® S’Otztrﬁran;r/1 éjlzvice one-piece, urostomy, 29mm pre-cut 64583
XPUR732 Elair Active® SOtzﬁr;\}/] c()jlzvice one-piece, urostomy, 32mm pre-cut 64583
XPUR735 Flair Active® Sotzt;r‘:)rz]glzvice one-piece, urostomy, 35mm pre-cut 64583
XPUR738 Elair Active® Szt:]r:)éc()jlc;vice one-piece, urostomy, 38mm pre-cut 64583
Flair Active®, Ostomy Device One-Piece, Paediatric
YMCS513 Flair Active® 222?% céz\gce one-piece, closed, paediatric, 31066
XMDS513 Elair Active® ?1?;?:1 céz\gce one-piece, drainable, paediatric, 31075
Flair Active® Xtra, Ostomy Device One-Piece, Closed
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Flair Active® Ostomy device one-piece, closed, convex, large
KPNCLETS Convex plateau (48mm), 13mm starter hole 31066
Flair Active® Ostomy device one-piece, closed, convex, large
APNCLSS Convex plateau (48mm), 35mm pre-cut stoma hole 31066
Flair Active® Ostomy device one-piece, closed, convex, large
XPNOLAsg Convex plateau (48mm), 38mm pre-cut stoma hole H10e8
Flair Active® Ostomy device one-piece, closed, convex, large
APRIELH Convex plateau (48mm), 44mm pre-cut stoma hole 1066
XPNCL713 Flair Active® Ostomy device one-piece, closed, convex, large 31066
X plateau (48mm), 13mm starter hole
Conve
Flair Active® Convex, Ostomy Device One-Piece, Drainable
Flair Active® Ostomy device one-piece, drainable, convex,
ARG Convex medium plateau (35mm), 13mm starter hole 187
Flair Active® Ostomy device one-piece, drainable, convex,
XPNDMS19 Convex medium plateau (35mm), 19mm pre-cut stoma hole Ll
Flair Active® Ostomy device one-piece, drainable, convex,
XPNDM522 Convex medium plateau (35mm), 22mm pre-cut stoma hole H10ia
Flair Active® Ostomy device one-piece, drainable, convex,
KNS Convex medium plateau (35mm), 25mm pre-cut stoma hole H1iird
Flair Active® Ostomy device one-piece, drainable, convex,
XPNDMBZ3 Convex medium plateau (35mm), 29mm pre-cut stoma hole 31075
Flair Active® Ostomy device one-piece, drainable, convex,
XPHOMSAE Convex medium plateau (35mm), 32mm pre-cut stoma hole i
XPNDM535 Flair Active® Ostomy device one-piece, drainable, convex, 31075
Convex medium plateau (35mm), 35mm pre-cut stoma hole
Flair Active® Ostomy device one-piece, drainable, convex,
RENBMT1S Convex medium plateau (35mm), 13mm starter hole a107a
Flair Active® Ostomy device one-piece, drainable, convex, large
AFNBLE1 Convex plateau (48mm), 13mm starter hole 31078
Flair Active® Ostomy device one-piece, drainable, convex, large
AENEL3e Convex plateau (48mm), 35mm pre-cut stoma hole 31075
XPNDL538 Flair Active® Ostomy device one-piece, drainable, convex, large 31075
Convex plateau (48mm), 38mm pre-cut stoma hole
Flair Active® Ostomy device one-piece, drainable, convex, large
AFHDLISS Convex plateau (48mm), 44mm pre-cut stoma hole L
Flair Active® Ostomy device one-piece, drainable, convex, large
XPNDL713 Convex plateau (48mm), 13mm starter hole 21075
Flair Active® Convex, Ostomy Device One-Piece, Urostomy
Flair Active® Ostomy device one-piece, urostomy, convex, small
L a Convex plateau (25mm), 13mm starter hole 84503
Flair Active® Ostomy device one-piece, urostomy, convex, small
BRI Convex plateau (25mm), 19mm pre-cut stoma hole o
Flair Active® Ostomy device one-piece, urostomy, convex, small
XPRILERE Convex plateau (25mm), 22mm pre-cut stoma hole 64583
Flair Active® Ostomy device one-piece, urostomy, convex, small
PNLIEREE Convex plateau (25mm), 25mm pre-cut stoma hole 64583
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XPNUL713 E':r[]rv'ziﬁ"e(@ az;gra”l}/&%‘;LC:])?qt;—rﬁi:cse{air;)rs;%rlréy, convex, large —
Flair Active® Curvex, Ostomy Device One-Piece, Closed

i P [ e e
XPCCS519 Eljri:, é\:tive(@ (C;?:;r:gﬁrgﬁ; c;)r:::g&etc;tibﬂzssg ,esm all plateau 31066
XPCCS522 (Fjljri:,::tim(@ (cgsstr?:r:]);,d;zvrﬁri ?}rggzgiﬁcs%ggsﬁgésmall plateau 31066
el P I e K
XPCCM513 gj:lgftive@ (C:;S;r?qr:]n))/,d']e;:; os?:;tpgreﬁgieclosed, medium plateau 31066
XPCCM525 (Fgljrlz ::ﬁve® 8525?1?%,(1265\,;?; c;)f:ee:s[ijetcgaﬂgssglé medium plateau 31066
XPCCM529 Elji;:)(ctive@ (OBSét::]rrnny)r,dQe;ri;:; c;r:g:sﬁc;ﬁag::sr?gémedium plateau 31066
XPCCM532 Eljri\r,:)(ctim(@ (%SQtr?]?qS;,dSeZVrir?ri c;r:g:gﬁﬁbﬂgssjémedium plateau 31066
XPCCM713 Elji\r,::tive@’ 83‘;%,(1163\’;:& os?:r-tzireﬁce}ieclosed, medium plateau 31066
XPCCL513 (Fgll?::, g::tive(@ 8?%2%&1?::51 Zr:ae;t;;ifﬁzl,eclosed, large plateau 31066
il Pl [ e e
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XPCCL713 glj,i-:,::tiw(@ 8Ztr?1rrnn3;,d1e:¥rfr?1 C;Tae;tp;ifﬁgieclosed, large plateau 31066
Flair Active® Curvex, Ostomy Device One-Piece, Drainable

XPCDS513 Elj:,::tim(@ (C;sét%rpn%,dfsvri:ﬁ %r;:r—gfﬁsiedrainable, small plateau 31075
XPCDS519 (F;ljli-:,gftive@ g%tr?]r?nx'd‘legri‘?fn (:)l:z:gliﬁc;tiag]r:i;glbele, small plateau 31075
XPCDS522 (F:,Ij:, :\xcti\.'e("D gsstr?qrr%,dzezvr:ﬁl %?Z:Ehiziafnr:iggge, small plateau 31075
XPCDS713 25;:, Q:tive“” g%t:jr%ﬁe;;?fn c;rtraer—t;;ireﬁiiedratnable, small plateau 31075
XPCDM513 (F:|S£:’£:tive® gSZtr%r:'?;,dTG;r:ﬁ] c;r;aer—t;;i;eﬁgiedrainable, medium plateau | 44475
XPCDM525 2::,2:“\,8@ 832tr?1r:1n§;,d2e5\.rri:; c;)r:::zliﬁcsiégqr:iﬂ;bela, medium plateau 31075
XPCDM529 E;Ij:,j:tiveca 852tr?]r;113;’d2e;;10r?1 c;r:g:gﬁc;eta;r:iﬂigej medium plateau 31075
XPCDM532 CF:Ij\rl:r ::tivg@) gsétr?]n%%]d;;::ri %Tzngetﬁ;)g’:igsge’ medium plateau 31075
XPCDM713 EIS:»:/::HVB® g;ﬁ%?;%,ﬁ?;:ﬁ 2?:r-tzire:ﬁ§iedrainable, medium plateau 31075
XPCDL513 QE:L:,SWG@ (Od,%trc:nnr:]);,d1e:¥ri:fn Z?:r—t;;i;aﬁgiedrainabie, large plateau 31075
e P s e e vl
e Pl e el B
XPCDL538 (F)Ijil\;g:tivg;@’ (oztsgr?}r:]n);’dseg;:;; %rrrg:gi_le:csbsﬂraaiﬁgge, large plateau 31075
XPCDL543 (F:EL?:\rI eAthive® as;(ri?n{ie;gri %r:g:glﬁcsetagnr:iggge, large plateau 31075
XPCDL713 Elsli.:l::tive@’ azt;r;);,dqe;'rf; Zr::r-t;;i:agﬁl,edrainable, large plateau 31075
Flair Active® Curvex, Ostomy Device One-Piece, Urostomy

XPCUS513 Elj,i-:,::tive® gsétrc‘;Tn};,d‘Ie;r:g] c;?:r-tzi:aﬁgieurostomy, small plateau 64583
xpousste | FAAa | O raaltstoma ol | 64583
xpousszz | FlarAct | O O ot | e
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Flair Active® Ostomy device one-piece, urostomy, small plateau
HFRLSERS Curvex (25mm), 25mm pre-cut stoma hole 64583
Flair Active® Ostomy device one-piece, urostomy, small plateau
HRCUET1S Curvex (25mm), 13mm starter hole eAsa3
. . ® . . .
XPCUM513 Flair Active Ostomy device one-piece, urostomy, medium plateau 64583
Curvex (35mm), 13mm starter hole
Flair Active® Ostomy device one-piece, urostomy, medium plateau
ARG INEZa Curvex (35mm), 25mm pre-cut stoma hole 64583
. . ® . 55 . .
XPCUM529 Flair Active Ostomy device one-piece, urostomy, medium plateau 64583
Curvex (35mm), 29mm pre-cut stoma hole
Flair Active® Ostomy device one-piece, urostomy, medium plateau
AFLNGe2 Curvex (35mm), 32mm pre-cut stoma hole Grach
. . ® . s .
XPCUM713 Flair Active Ostomy device one-piece, urostomy, medium plateau 64583
Curvex (35mm), 13mm starter hole
Flair Active® Ostomy device one-piece, urostomy, large plateau
XPCUL513 Curvex (43mm), 13mm starter hole G488
Flair Active® Ostomy device one-piece, urostomy, large plateau
AFGHLA2 Curvex (43mm), 32mm pre-cut stoma hole Grd
Flair Active® Ostomy device one-piece, urostomy, large plateau
XPCUL538 Curvex (43mm), 38mm pre-cut stoma hole 64583
. . ® . o .
XPCUL713 Flair Active Ostomy device one-piece, urostomy, large plateau 64583
Curvex (43mm), 13mm starter hole
Version History
Version Compiled by Date Description
1.0 Beata Lesiak 13/05/2020 New format of the DOC
2.0 Beata Lesiak 11/08/2020 Updated with EU Authorised
Representative details
3.0 Beata Lesiak 01/06/2021 Transition to Medical Device Regulation
EU/2017/745
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