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EC DECLARATION OF CONFORMITY

We hereby declare that the devices described below comply with those provisions which apply to them
of the European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the
European market by Mast Group UK through our appointed EC Authorised Representative Mast
Diagnostica GmbH, Feldstrasse 20, 23858 Reinfeld, Germany.

This declaration is valid for the 1VD medical devices described below on or after the date hereof, and
which bear the CE mark. It is also valid for all IVD medical devices described below which are
manufactured by Mast and placed on the market on or after the date hereof by third parties with our
consent and which bear the CE mark. All supporting documents relating to this declaration are retained

at the manufacturer’s premises.

Product | Product description IVD Directive EDMS code
code classification
‘ Various | MAST® ASSURE Yersinia enterocolitica Self certification Annex | 1501000000
| (M-—---) | Antisera — for serological identification and | Il excluding section 6 | (code registered - 24/03/2003)
epidemiological grouping of Yersinia enterocolitica.
GMDN code 30718

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN I1SO 14971:2012, EN ISO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN ISO 15223-2:2010.
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Declaration made by ... )K\‘ﬁ‘i\&\x s D Date: 26t May 2022

C Winstanley, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd.

Document valid till: 26t May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom



wopbupy payun ‘vl 0z ‘episkssiayy ‘spoog ‘peoy AquaQ ‘asnoH 1sely
2152£9 pue|buz ui pausysibay

"uoneunn|bbe apijs Aq eonij00019juD

wnJasHuy g0

BlUISI A Jo sdnoiBoiss O Jo uoljeulwa}ep 8y} 10} BISSIUE a|qe)s pinbi dnoug :jusjeak|jod eo1}1j000I8)UD BIUISIOA THNSSY olSVYIN we S0LLIN s
‘ ‘ - "uonjeunn|bbe apijs Aq eonij0o0I8juD ) ) wnisshuy 60
BlUISIBA Jo sdnoubouas O Jo uoijeulwIB}op By} 0} BISSNUE d|qe)s pinbi dnoug :jusjeakjod eonijoooIajus eluISIS A JHYNSSY olSVIN e SOLLIN ¥
) - ‘uoneunn|bbe apiis Aq eonij000i9)US - ) - wnJesnuy GO
BIUISIBA JO sdnoubosss O Jo uoneulwIs}ep By} J0} BISSIUE J|GE)S pinbi dnoug :jus|eAk|od eo1)1|000J8)UD BIUISISA THNSSY olSVIN g VOLLLN €
) - "uoneunn|bbe apis Aq e211j00019juD ) i - B wnissiuy €0
BlUISIBA Jo sdnoibosss O Jo uoneulws}ep ay) Joj elashue 9|qels pinbi dnoug :jusjeakjod eo11|000I8)UB BIUISISA THNSSY olSVIN e €OLLIN ¢
- ) "uoneunn|bbe apijs Aq eonijoooidus | wnashuy aJnxipn 2O ‘1O
BIUISIBA JO sdnoubotas O JO uoneulwIs}ep By} Joj BISSIUE J|GE)S pinbi dnoug :jusjeakjod eo11|000I8)UD BIUISIOA THNSSY olSVYIN e COLLIN _‘
azig apoo 'ON
adA | ad1n8Q |ed1paly ay) Jo asoding pajuapu) dwep apeu] /pueig soed Jonpoid | jeues

diyssauypied ybnoayy suonnjos gal

BI9SIIUY BO1}I|0D0I3}US BIUISIBA FUNSSY o LSYIN :SOWEN 3onpoid

QA [esaua9 — (9 UORD3S Bulpnjoxa || Xauuy) UoHEDYISD-HES ~A LINYOANOD 40 NOILYHV123d 93
QAI [B18UdD — ||| X3UUY ‘DT/6L/86 dANOBIIQ [ed1PajN d1soubeiq oA uj ueadoing




