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Declaration of Conformity

for Flair Active®

Welland |

;M@@ﬂn@

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 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 llI;

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

Name Samantha Jackson Position _Managing Director
Signed *(‘“—(;/,_&)Q /b/)/\ Date AN \2@2 |
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

Page 1 0of9

nnovat Stomacare

[ors in

A CliniMed Group Company

Registered Office: Cavell 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 Flair Active®

Version: 3.0

Date:

01/06/2021

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 ISO 14971:2012

Medical Devices — Application of Risk Management to Medical Devices

EN ISO 10993-1:2009

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

EN ISO 15223-1:2016

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
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Product Code | Product Name | Product Description ggndiN
Flair Active®, Ostomy Device One-Piece, Closed
XPLC513 Flair Active® ?Sssr?nr:itg?’gfi é)lze-piece, closed, maxi pouch size, 31066
XPLC525 Flair Active® g;rf;”‘gf;‘c'ftes‘t’:;apfgz closed, maipolich 8128, | aynee
XPLC529 Flair Active® ggsrfrrn"‘lgf:‘éfte;:rﬁff;‘: closed, maxi pouch size, | 34066
XPLC532 Flair Active® g;rfr;“‘gfee‘éftesﬁc:‘rﬁapﬁz glosed, maxipoveh siz8, | ayngg
XPLC535 Flair Active® ggﬁm‘gfee‘éftes‘t’g;apfgee closed, maxi pouch size, | 5446
XPLC538 Flair Active® ggﬁ?%ﬁeﬁfﬁsﬁiﬁfgz closed, maxi pouch size, 31066
XPLC544 Flair Active® Sf;fl’r';]"‘{f;‘éftesg‘;;pf;g' closed, maxi pouch size, | 44555
XPLC713 Flair Active® ?;rtrt]ﬁgég;\gfi;ge—piece, closed, maxi pouch size, 31066
XPLC725 Flair Active® gg:ﬁg";fee‘éftes‘t’é‘;apf;i closed, maxi pouch size, | 3446q
XPLC729 Flair Active® ggsrfr';"%fee‘éﬁesfgn‘iapf;i Glosed, maxipousl 828 | 1088
XPLC732 Flair Active® g;ﬁg%feezﬁesfgﬁapfgz closed, maxi pouel $i28: | nigqe
XPLC735 Flair Active® g;:r?r;nﬁee\éﬁes?ggapﬁz closed, maxtpolen Sie8, | 5 55a
XPLC738 Flair Active® gg:ﬁ;”%feei&esﬁggapfgee closed, imaki polich 8178, | gypeg
XPLC744 Flair Active® Sjrfmf;‘éﬁesﬁggffsz closed, maxi pouch size, | 54466
XPMC513 Flair Active® ?;rtr?rr:ig?t\g‘r:i;r;e—piece. closed, midi pouch size, 31066
XPMC525 Flair Active® gg:ﬁ;”‘gfee‘éftesﬁgrﬁapfcjz closed, idipaueh SIZ8, | 54npp
XPMC529 Flair Active® ggﬁf&”%feezftesﬁggapf;ee clased, midipouch si28; | 5inag
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XPMC532 Flair Active® g;ﬁngeegﬁesfgniapﬁz tlasad. Jwdi pouch siZe. | yg0q
XPMC535 Flair Active® gssm %?e?zftestt?ni;piﬁ;z GG, TIIGI peiel Sick, 31066
XPMC538 Flair Active® gggfm%fee‘éftes‘t’;ﬁapﬁee Glasca el falleh Bieey | s
XPMC544 Flair Active® ?jﬁ;“éﬁ'ﬁ‘éfﬁ;ﬁ;‘;ﬁf{j: closed, midi pouch size, | 34464
XPMC713 Flair Active® ?;:'?nr:itifgfi;ge—piece, closed, midi pouch size, 31066
XPMC725 Flair Active® gggg%?ﬂﬁsﬁrﬁiﬁi closed;midl poueh 9126, | 3105
XPMC729 Flair Active® ggﬁg%ﬁeezﬁesf;ﬁapf;z GBS0, MidH pouch Si28: | qyngq
XPMC732 Flair Active® gzsrtm‘;feemes?;niapféz closed,mal palich 528, | gynee
XPMC735 Flair Active® ?ggﬁ%feez&esﬁé‘;apf;g closed, midi pouch size, | 31446
XPMC738 Flair Active® ?g;fn”;"éf:‘é&es?gﬁapﬁg closed, midi pouch size, | 4046
XPMC744 Flair Active® Sjﬁg’gi‘?‘gﬁiﬁgg?iﬁ:’ closec, mid pouchi 812, | i
Flair Active®, Ostomy Device One-Piece, Drainable

XPLD513 Elair Active® g:‘t;n;lgrg;v?tzrct};eﬂice, drainable, maxi pouch 31075
XPLD525 Flair Active® g:f”;ggf:‘gf;ﬁ;‘g;i (15 DiRGie. s palieh 31075
XPLD529 Flair Active® giéonggrﬁ;‘”;;%ﬁspt'g;z ggﬂ”ﬁb'e' e polich 31075
XPLD538 Flair Active® gjéorggrgﬁ]"ﬁgocﬁgtfﬁ% ﬁg";‘;”ab'e’ TaEpipeush 31075
XPLD544 Flair Active® g;;oﬂrﬁfnvﬁfeocﬁgtfgz ﬁ;?;"ab]e’ Trax! poncl 31075
XPLD713 Flair Active® g:;?r:ngrg?nvisc;ggﬁp;:ce, drainable, maxi pouch 31075
XPLD725 Flair Active® g;te"rggrﬁfn‘”gfeocnﬁs"tfﬁqz gg?é”ab'e’ THExr poled 31075
XPLD729 Flair Active® gfeorggrgﬁj‘”g;ocﬁ;fﬁfa ﬁg"f‘;”ab'e’ maxi pouch 31075
XPLD732 Flair Active® gj_??%rﬁﬁfﬁfa%ﬁ?tﬁﬁnz ﬁg?é”ab'e' PN 31075
XPLD735 Flair Active® gi;"”;grﬁﬁ,‘vgfegﬁ;’t'oeﬁ% gg?;"ab'e' e pakich 31075
XPLD738 Flair Active® giorggn‘f:ﬁq‘”s;ﬂ?;'oe;z gg?é”ab'e' rigR pouch 31075
XPLD744 Flair Active® g;;orﬂn‘fﬁq‘”gfeocﬁgtf%z g(’;ﬂ”ab'e' VB FIOED 31075
XPMD513 Flair Active® ?;E;ﬂiti?:;fi;ge—piece, drainable, midi pouch size, 31075
XPMD525 Flair Active® 2055:,?;" ‘;fﬁi{iesﬁ?ﬁ,api?&i speingble; sEtpaRel 176 || g
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XPMD529 Flair Active® ggﬁm;:’:‘éﬁeﬁg‘;aﬁi drainable, midi pouch size, | 34475
XPMD532 Flair Active® S;rtﬁlfn”ﬁ:‘é&es‘t’griapﬁ: drainable, midi pouch size, | 51475
XPMD535 Flair Active® gg’;ﬁr;”%fee‘éftes‘t’;iapsz drainable, midi pouch size, | 54475
XPMD538 Flair Active® gg‘rt:]’r;“‘éfee‘éﬁes‘t’;;;f;z drainable, midi.patch 528, | 51675
XPMD544 Flair Active® fj}f&”%ﬂe‘f‘éﬁeﬁ;ﬁ?fj‘: drainable, midi pouch size, | 44475
Flair Active®, Ostomy Device One-Piece, Drainable
Flair Active®, Ostomy Device One-Piece, Urostomy
XPUR513 Flair Active® hOth:my device one-piece, urostomy, 13mm starter 64583
XPUR519 Flair Active® gzﬁgﬁgz\/ica one-piece, urostomy, 19mm pre-cut 64583
XPUR522 Flair Active® Sotitr?r:)r/];eevice one-piece, urostomy, 22mm pre-cut 64583
XPUR525 Elair Active® Stztr?:g“r/] glgvice one-piece, urostomy, 25mm pre-cut 64583
XPUR529 Flair Active® SOtgtr?]i:% cc)ilz\.fic:e one-piece, urostomy, 29mm pre-cut 64583
XPUR532 Flair Active® Sotztntzrer‘ur/1 ;Jlivice one-piece, urostomy, 32mm pre-cut 64583
XPUR535 Flair Active® Sotztrﬁrangr/] glzvice one-piece, urostomy, 35mm pre-cut 64583
XPUR538 Elair Active® SOtzt](:r;r] c?lee\.rice one-piece, urostomy, 38mm pre-cut 64583 |
XPUR713 Flair Active® Sosltgmy device one-piece, urostomy, 13mm starter 64583
XPUR719 Flair Active® Sotztr?};nyr/]cc)!lgvice one-piece, urostomy, 19mm pre-cut 64583
XPUR722 Flair Active® Sotzicrxlr:}/]glgvice one-piece, urostomy, 22mm pre-cut 64583
XPUR725 Flair Active® Sotztrt:r:ﬁgizvice one-piece, urostomy, 25mm pre-cut 64583
XPUR729 Flair Active® Sotitrﬁr:{] glzvice one-piece, urostomy, 29mm pre-cut 64583
XPUR732 Elair Active® Sotitgr;)r/}g!zvice one-piece, urostomy, 32mm pre-cut 64583
XPUR735 Flair Active® Sotgtrgr:?ggz‘vice one-piece, urostomy, 35mm pre-cut 64583
XPUR738 Flair Active® sotitlgr;’l%glzvice one-piece, urostomy, 38mm pre-cut 64583
Flair Active®, Ostomy Device One-Piece, Paediatric
XMCS513 Flair Active® 22;?% céz\gce one-piece, closed, paediatric, 31066
XMDS513 Flair Active® gztdo[rsl:l ?)Z\gce one-piece, drainable, paediatric, 31075
Flair Active® Xtra, Ostomy Device One-Piece, Closed
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Flair Active® Convex, Ostomy Device One-Piece, Closed
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XPNCL713 Flair Active® Ostomy device one-piece, closed, convex, large 31066
Convex plateau (48mm), 13mm starter hole
Flair Active® Convex, Ostomy Device One-Piece, Drainable
Al Pl Rttt e AR s
XPNDMS1o | B Ae | e Ssmm). 19mm pro-outstoma hole | %1078
KNSz | P | O e e e oo s tole_| 1078
Nz | O e s, 2omn oo sonaroe | ¥
XPNDMS20 | D AN e Gemm). 20mm precout stoma hole | %1078
XPNDMS32 | P ACNET | e e (Bomm). 320 pro-cut Soma hole | #1072
XPNDMS3s | P ANe | et (Fomm). 35mm pro-cut Sloma hole | #1078
ONDHTIS | B e | G ptems (ssmm. arm st nos | 1073
oLty | B AN O e o |1
oNoLsss | oy o ot s | 10
e Pl o i e bl K
revoisu | B | e S oot o ne | o108
XPNDL713 E'EIVQEtive@ g:ttgga{(c‘jl-%\:ﬂcr?l)Oq‘?irﬁﬁcsta?{:rmh%?(lee convex, large | 44075
Flair Active® Convex, Ostomy Device One-Piece, Urostomy
XPNUSSts | B et ey, Tomm staror hale | 64663
XPNUSS10 | A e o Tomm proc sioma hals | 64583
XPNUSSZ2 | B ANe | ), Zamm pro-ou stoma hole. | 64663
XPNUSS25 | B A o, 26mm proou stoma hole. | 64583
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XPNUMS25 | Con e | o patea (3mm), 28mm proscut stomahole | 84583
. @ : .
XPNUMS20 | C00 e | medum patoa (35mm). 2orm oot sloma hole | 34553
;  ® : il
XPNUMS32 | B BaNeT | platoau (35mm), 3ormm provoutsioma hole | 64583
: - ® . "
NN | G| ot s oy o s aarle_| #4583
KENUNTES | o e | i pitoas (Sommy. T Staor ot 64583
XPNUL513 Elgri:v):ftive® S:*}[[g?g(dﬂ;\;ilcni)c!)q%-np;ﬁcset,al;trgrs;%r]réy, convex, large 64583
. @ : o
renssz | | e Som e s e |10
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XPNULSGE | CoT N | platoa (40mm), somm pro-on somanals | 84683
XPNUL713 (F:I;ari]r\"/‘::iti\.reC’9 ;)Iz’iggn:(i%\;iﬂcni )?q%-rﬁﬁcsefagtrgfﬁ?‘ley, convex, large 64583
Flair Active® Curvex, Ostomy Device One-Piece, Closed
XPCCS513 Elj:,:ftim@) (025;:{:15;(116:3\/%:; os?:':tp;ifﬁgieclosed, small plateau 31066
. ® : o
XPCCSS19 | For AN | ). 1omm preccur somanole T | atose
: @ . ;
XPossz2 | AT IR | emmy, 2omm preut stoma hole | 3toes
XPCCS713 (I;Ii;:xctive@ 855trcr)1rpn))’,d1e3:’rfr?; os?:&;;i?ﬁgieclosed, small plateau 31066
XPCCM513 Ef:,:;tive@ (Ossétrc])qn%ﬁe;ri‘::reﬂ ZT:r-tiireﬁiieclosed, medium plateau 31066
: @ . : -
XPOCMS25 | oo | @amm, 25mm procut somanale | 31088
: - ® : o .
XPCCMS20 | Eor e | o Zomm pre-cut stomanele P | 31066
XPCCM532 glji\r!::tive‘@ 852tr?1r:13;,d3ezvrl;::§1 c'))r;::gliﬁc;%%lgs"?g,emedium plateau 31066
XPCCM713 gljri\r;::tive® 852tl$]rr?1);’d1e§f;$:1 zlgjr-t[;i;eﬁgieclosed, medium plateau —
. @ . .
XPCCL513 (ilj::,r ::twe a%tr?wrr?\!;,c{leggri c;r;:;tp:reﬁiieclosed, large plateau 31066
. . ® . "
XpecLssz | EAVIONET | amm) somm precut stomanale | 31088
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recaLses | | e e ol |1
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XPCCL713 gljizeAftive@’ 8§;Tn%,d1egriﬁr?1 c;?:;tzifﬁgieclosed, large plateau 31066
Flair Active® Curvex, Ostomy Device One-Piece, Drainable

XPCDS513 zlj::,::tive® gsstr?nﬁg,dfgri:ri os?:&;gfgiiedrainable, small plateau 31075
XPCDS519 glsi:!(:::tiVe® g%t%rrr;);'d’legri;]:ri %l:g:gliﬁcs%rc:]r:igglt;le, small plateau 31075
XPCDS522 (l‘f‘,ljrlz ;\:tive@) 8%tr?1rrr;]3;ld;2\f;§:r?l c;r;g_—gﬁcsardnraaiggge, small plateau 31075
XPCDS713 213;; :\ftive@’ (02?5tr?1r:13;,d1e;;$r?1 c;r;::r—t;;ifﬁiiedrainable, small plateau 31075
XPCDM513 Elji\rl:\:tive@ gsztr?]?;,dfsvrﬁ; c;r;:r—tr;i?ﬁiiedrainable, medium plateau | 4,45
XPCDM525 EISJLEA;UVG(@ 8§;Tn§,d2e5vri:fn (:jr:szgigcs%rc:]r:iggge, medium plateau 31075
XPCDM529 gﬁ:;::tive@ gztr?]rrnng’dzegriﬁ; (:)r;g:gﬁze{-ércrl]raaiggge, medium plateau 31075
XPCDM532 EIZJ;; :\:ti\fe@) 832tr?]rr?13;)d;2v;ﬁ c;rrlg:g:]etitiéﬁr:irr:gge, medium plateau 31075
XPCDM713 EIS;L:«:UVB‘E gszt;%%,d1e;;ﬁ os?ae;tpgfﬁgiedrainable, medium plateau 31075
XPCDL513 Eiji:{?:tiv@ (O‘L%tr%rr?%,dfgriﬁ:q os?:;tpg:eﬁgiedrainable, large plateau 31075
reoLsez | | e e omanae | s
e Pt [ s et s
XPCDL538 EIS;L:;tive‘@ (Oa,%t;Tn);dy,egrﬁr?q %r:gzgxatcsair:igige, large plateau 31075

: T . . .

reDLsas | e e s | 107
XPCDL713 E;ISK,GA:UVE@ (ngrzrr%,dfgri:i grt\aer—t;;ireggiedrainable, large plateau 31075
Flair Active® Curvex, Ostomy Device One-Piece, Urostomy

XPCUS513 Elsli:!:xctive"" gsgr%rr%,d‘le;r:ri c;?:;t;;i:aﬁiieurostomy, small plateau 64583
XPCUS519 EISFIL :}::ti\,re® (Ozsstr?qrr?q!;,d'le;rincfn (:)r;z:gliﬁcs% ll;lqrgshtggwy, small plateau 64583
XPCUS522 zljx:«:tivet@ (o}ZSStr?]rrrr?;szezvr:; (;)r;::gliﬁc;b;rgs;ggy, small plateau 64583
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Flair Active® Ostomy device one-piece, urostomy, small plateau

APCUSE2S Curvex (25mm), 25mm pre-cut stoma hole 64583
Flair Active® Ostomy device one-piece, urostomy, small plateau

XPCUSTIS Curvex (25mm), 13mm starter hole il
Flair Active® Ostomy device one-piece, urostomy, medium plateau

APCHMalS Curvex (35mm), 13mm starter hole G4588
Flair Active® Ostomy device one-piece, urostomy, medium plateau

APGlbzh Curvex (35mm), 25mm pre-cut stoma hole 64583
Flair Active® Ostomy device one-piece, urostomy, medium plateau

XPCUMazS Curvex (35mm), 29mm pre-cut stoma hole casel
Flair Active® Ostomy device one-piece, urostomy, medium plateau

SPLHko2 Curvex (35mm), 32mm pre-cut stoma hole 568
Flair Active® Ostomy device one-piece, urostomy, medium plateau

XPCUM713 Curvex (35mm), 13mm starter hole 64583
Flair Active® Ostomy device one-piece, urostomy, large plateau

XPCUL513 Curvex (43mm), 13mm starter hole e
Flair Active® Ostomy device one-piece, urostomy, large plateau

KPClLagZ Curvex (43mm), 32mm pre-cut stoma hole bretld
Flair Active® Ostomy device one-piece, urostomy, large plateau

XPCULa38 Curvex (43mm), 38mm pre-cut stoma hole 64583
Flair Active® Ostomy device one-piece, urostomy, large plateau

XPCULTT3 Curvex (43mm), 13mm starter hole 64583

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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