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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, as set out in UK Statutory
Instrument 2002 No. 618 “The Medical Device Regulations.”

This declaration is valid for the IVD medical devices described below which are placed on the market by
ourselves on or after the date hereof and which bear the CE mark. It is also valid for all the VD medical
devices described below which are manufactured by us 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™ Shigella Antisera — for Self certification Annex 1501000000

[ — ) serological identification and epidemiological typing Il excluding section 6 (code registered - 24/03/2003)
with polyvalent and monovalent (flagellar) antisera
typing and grouping Shigella species.

Standards applied: EN ISO 13485:2012, ISO 9001:2008, EN I1SO 14971:2012, EN I1SO 18113-1:2011,
ENISO 18113-2:2011, EN I1SO 15223-1:2012, EN ISO 15223-2:2010.

- s,
Declaration made by ..........0 Srwbeaes e R Y Date: 4 January 2017

D N Hogben, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd.

lid till: 31 December
Bocument yalid EuED Digitally signed by Gangan Dumitru

Date: 2022.08.04 11:14:29 EEST
Reason: MoldSign Signature
Location: Moldova

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