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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 1VD medical devices described below which are placed on the market by
ourselves on or after the date hereof and which bear the CE mark. Itis also valid for all the IVD 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 code | Product description IVD Directive EDMS code
classification
Various MAST DISCS® AST — paper Self certification Annex Ill | 1402050200
antimicrobial susceptibility test (AST) | excluding section 6 {Code registered -
discs products 02/12/2002)
GMDN code - 17005

Standards applied: EN ISO 13485:2012, ISO 9001:2008, EN ISO 14971:2012, EN SO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN I1SO 15223-2:2010.

Declaration made by .......... B ) RN i i Date: 30 January 2019

D N Hogben, Quality Assurance and Regulatory Affairs r\\}iékr'iéger-.— Mast Group Ltd.

TN Digitally signed by Monastirschii Viorica g
Document valid till: 01 December 2022 o R e

Reason: MoldSign Signature
Location: Moldova

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom Cerlificate No: 0932114



¥1LLZEE ‘ON a4 oyl

wopbury pauun ‘Y31 0z ‘episkasiap ‘spoog ‘peoy Agieq ‘@snoH 1sep
216259 puelbuz ul passisibay

sebpuped u sosig bunsa] Ayjiqideosng oRoiqRuy

SOSIALSYN | sosIg 0S X G Bnog sjopueweja) 20€dND 2L
sabpuued ul sosig Bunsa ] Aqndeosng onoignuy SOSIALSYIN | S9sIQ 0S X G Bnog usingyed 00£840 T
sabpuue ul sosig Bunsa] Ajjiqndeosng dnolqnuy SOSIALSYIN | S9SI 0S X G Bnog Jopoeyed 20£240 oL
sebplpeg ul sosig Bunsa] Ajiqndeosng dpoiqnuy SOSIALSVIN | S9SIQ 05 X § BnCoL unpoiuegsn) D00LAd Gl
sabpupe) ul sosig bunsa] Ayjigrdaosng opoigpuy SOSIAQLSVYIN | sosIg 0S5 X G Sjun QL uoenioeg 20Lvg vl
sebpuped ur sosig Bunsa Aiqndassng onoignuy SOSIAQLSVYIN | s9sIg 0S5 X G Bnog weuoanzy D0ENLY £l
| sebpuped ul sosig Bunsa] Aqndsosng onoignuy SOSIALSVIN | SSId 06 X § Bng| uoAwoiyizy OGLHLVY [ 2L
sabpupe) ul sosig Bunsa] Ayjigndessng onoigquuy SOSIALSVYIN | SosIg 05 X & 01-0Z PIOE OIUBINABIO/UI||IDIXOWY 20£9NY L
sabpupe) ui sasig Bunsa] Ayjigndsdsns opoiquy SOSIQLSYIN | sosIQ 0S XS L= PIOE DIUBINABIO/UI[IOIXOWY 2€9NY ol
sabpupe) ul sosig Bunsa | A|igiudsosns onoiqiuy SOSIALSVIN | SOSIg QS X G Bno | weoeqng/BnQ L ul|joidwy D0ZNVS 6
sabpupe) ul sosig Bunsa | Ajjiqndsosng anoigquuy SOSIALSVYIN | S9SId 0S X G Bngz upidwy o5zdv 8
sabpupe) ul sosig bunsa] A)jigndaosng onolanuy SOSIALSYIN | S9SIQ 0 X G BnoL ulroidwy 20LdY Jl
sabpupe) ul sosig bupsa] Ajjiqudsosng onoigiuy SOSIALSYIN | $9s1Q 05 X § Bnz uypoidwy ozdv 9
sebpuued ur sosig Bunsa] Ajjiqndeosng onoiguuy SOSIQLSVYIN | sosIa 06 X G Bnoz g urousjoydwy D029V S
sebpupe) ul sosig bunsa ] Ayjiqideosng onoigruy SOSIQLSVIN | S9sIg 05 X G Bngz uloxowry osey v
sabpupe) ul sosig bunsa] Ajiqndsosng onoigiuy SOSIALSVIN | S9sIg 0S X G Bnol unoxowy 20LY 3
sabpupe) ul sosig bunsa] Ayjigndsosng dnoiqRuy SOSIALSYIN | SosIg 0S X G Bngz uloxowy oy z
sabpuped ul sosig bupsa] Ajiqndaosng dnoigiuy SOSIALSVYIN | S9SIJ 0S X G Bnog upesiwy 20EMY |
JoqUINN "ON
a2d A3 a91A2p |eD1paW 3y} Jo asodind papuajul swepN puelg 2218 yoed uonduoasaqg jonpoid al @21A2Q | |euas

dnoso

@ }SoW

diysseupnied ybnouayy suoinnjos gal

SjonpoJd $9sIg LSV ISEIN 10 151] — Xauuy

sobpuiued pue sjeiA ul sasip Ajiqidassns [eiqoloiwnue — SOSIALSYIN :SSWeN jonpold

QA 1e12U99) — (9 UONV3s BUIPN|OXa ||| X3UUY) UOHEILILAD-HAS -ALINYOANOD 40 NOILYNV193a 03
AAI [e43US9) — ||| XaUUY ‘D3/6./86 3ARVAIIQ [EAPIN dnsoubelq oA u] ueadoin3




1 LZE6 'ON 8By

wopbury payun ‘w3 0z ‘opisAasia ‘apoog ‘peoy Aglaq ‘asnoH 1sep
Z152¢£9 puelbuz ui passysibay

sabpupe) ul sosig Bupsa] Aqrdeosng onoignuy SOSIALSYIN | S9SIg 0S X G Bnog uiyioleyda)d 00€4M Ty
sabpupe) ul sosig Bunsa] Ayjqrdeosng onoigRuy SOSIALSYIN | sosIg 05 X § BnQg aulpeisyda) 20€a¥D Lt
sabpupe) ul sosig bunsa] Ayjiqrdaosng onoiqiuy SOSIQLSVYIN | s2sIg 0S5 X G Bnpg uixajeyda) 20€XdD ov
sebpuue) ul sosig bunsa] Ayiqideosng onoiquuy SOSIQLSVYIN | s9sIJ0S X § Bnog swixoinjad J0EINXD 6¢
sebpuped ul sosig Bunsal Anqndeosng onoignuy SOSIALSYIN | S2SIg 0S X G Bng awixoiny@d DSINXD 8¢
sebpuped ul sosiq Bunsa] Ayjiqndessng onoiqnuy SOSIALSVIN | sosIg0S X G 01-0€ Wejoeqoze | /2UOZO|oYaD 20v1D 1€
sabpupe) ul sosig Bunsa] Ayjiqrdaosng opoigiuy SOSIQLSYIN | sosIg 05 X S Bnpg suoxeuyad 00€0dD o€
sabpuyed ul sosig buisa] Ayjiqndsosng onoiqiuy SOSIQLSYIN | sosIg 0§ X G Bng suoxelya)d 05040 Ge
sebpune) ui sasig Bunsa] Aupgqndeosng onoiguuy SOSIALSVIN | S9SId 0S X6 Bnog swipizeyad D0£ZVD e
sabpupen ul sosiq Bunsa Aungndaosng onoignuy SOSIALSVYIN | S2810 0SS X G bnoL swipizeysan O0LZ¥D €L
sabpupe) ul sosig bunse] Aiqndsosng onoiqiuy SOSIQLSYIN | S9sIQ 0§ X § 0Z-0€ Wejoeqire/awipizeyad 00SvZ0 ze
sabpuue) ul sasig bunsa] Ayjigndsosng onoigquuy SOSIALSVIN | SosIg 0S5 X G -0 WBOBQIAB/SWIPIZEUS) IPLVZD L€
sabplpe) ul sosig Bunsa | Ayjiqndsosng onoigiuy SOSIALSYIN | sosIg 05 X G Bnog auloieya) 00€1dD 0¢
sabpupe) ul sosig bunsa] Ayjigndeosng onoiqnuy SOSIALSYIN | SoSIJ 0§ X G Bng aujjoieyad 061dD 62
sabpupe) ul sosig bunse Ajigndsosng onoignuy SOSIALSYIN | S9sIQ 06 X G bnp| awixopodja) 20LAadD 8z
sabpuped ul sosiq buisa ] Ayjiqndsosng dnoigiuy SOSIQLSYIN | S9sIQ 0S X § Bnog unixoj@d 00€XO04 LZ
sabpuped ul sasig buisa] Ayjiqndsosng onoigiuy SOSIQLSYIN | S9sIQ 0S X § Bnol unixoyed 00LX04 9z
sabpupe) ul sosig bunsa] Ayjigndeosng onoignuy SOSIALSYIN | SosIg 0S X § Bnog swixejo}ad D0EX1D Gz
sabpupe) ul sosig bunsa] Ayigndeosng onolgnuy SOSIALSYIN | S9sIg 0§ X G Bng swixejo90 06X190 ve
sebpupe) ui sosig bunse 1 Aigndeosns onoianuy SOSIALSVIN | SOSIJ 0S X G Bng/ suozesadojaD 06.ZdD €¢
sebpuped ul sosig bunsa] Ayjiqidsosng onoiqiuy SOSIALSYIN | SosId 0G X G Bnog suozesedojed 00€Zd0 [44
sebpupe) ul sosig bunsa] Ayjgidsosng onoigiuy SOSIALSYIN | SOSIJ0S X G Bng awixyad OSN40 14
sobpuped ul sasig buisa ] Ayjigndeosng onolgnuy SOSIALSYIN | s9sIQ 06 X G Bnog swidsed D0ENdD 0c
sabpupe) ui sosig bunsa] Ayjigidassng opoigiRuy SOSIALSYIN | $9sIQ 05 X § Bnog (1Xoipeyad 00eXad | 6l

JaquinN "ON

ad A} ad1Aap [ea1paw ay} jo asodind papuajuj swepN pueig azZIg Yoed uonduossa jonpouad al 3%Aa2q | euss

dnoio

@ §SowW

diysiaulied ybnoayl suoinjos gal




1 LZEG ‘ON S1edyie)

100 SBPEL OB+ 1006 0%

i
i

van

wi

wopBbury payun ‘w3l 0z ‘apisAasiay ‘spoog ‘peoy A.laQ ‘9SnoH isen
Z1GZE9 pue|buz ul passysibay

e

sebpuped ul sosig bunsal Aunqudeosns onoiguuy SOSIALSYIN | S2sSIg 0G X § Bno| sjozeuooni|4 D0LND4 [ 99
S|lelA Ul sosig bBuisa] Aypgrdeosng onoiqnuy SOSIALSVYIN | SoSIJ0G X § Bnog s1eydsoud 9 8s0on|H/BnooZUIAWO0SO 0002104 | 69
sebpuped ul sosig bunsa] Ayjigndeosng opoiqruy SOSIALSVYIN | S9sId0S X G Bnog |ooluapol4 208044 | +9
sebpuped ur sosiq bunsa] Ayjigndeosng onolquuy SOSIALSVYIN | S9sId0G X G Bng | uoAwoiyhig 2613 €9
sabpupe) ul sosig bunsa] Ayjiqrdsosng onoiqiuy SOSIALSYIN | s9sIQ 0G X G Bng urpAwoiyhig 053 29
sabpuye) ul sosig bunsa] Ayigndaosng onoiqiuy SOSIALSYIN | sosIg 0§ X § Bnol wauadenz 20Ld13 19
sebpuyue) ul sosiq Bunsal Aiqndeosng onoiqnuy SOSIALSVYIN | SOSId 0§ X § Bnoz suiphoeneig D0ZAH3 09
sebpupe) ui sasig Bunsa] Ayjiqrdsosng onoiqiuy SOSIALSYIN | s9sIQ0G X & Bng uoexopoiug 0S4dN3 | 65
sabpupe) ul sosig bugsa] Ajiqdadsng dRoIgRUY SOSIALSVIN | SOSIJ0G X G bnp| ej0zeuod3 O0LND3 | 8§
sabpuyed ul sasig bunsa | Aupgndsosng onolqiuy SOSIALSYIN | SoSId 0G X G bnog auloAoAxoq o0e1xa | 2§
| sebpuped ui sosig bupsa Ayjiandeosng onoigiuy SOSIQLSYN | S9sIg 0S5 X G Bno wauaduog 20LH0a ag
sabpuped ur sosig bunsa ] Ayjigndeosns onoignuy SOSIALSYN | sosIg 0§ X G Bng uioexojeiaq 26X1d gg
sabpuped ul sosig bunsa] Ayjiqndsosng onoigiuy SOSIALSVIN | SosIQ 06 X G Bngz ajeyding unsiiod | IDN/OSZOD | ¥S
sabpupe) ul sosig bunsa] Ayjigndeosng onoiqnuy SOSIALSYIN | SoSIg 0G X G BnQl areyding unsied | 3ON/O0LOD €s
sebpuped ui sosig bunse 1 Aigndedsns onolanuy SOSIALSVIN | SoSIg 0G X G Bno| sjozewion LML | -8
sabpLpe) ul sosig bunse Agndsosng onoignuy SOSIALSVIN | SoSIg 0G X G Bnz uohwepuid 02ad LS
sabpuped ul sasig buisa] Ayiqndsosng onoiqiuy SOSIALSVIN | SosIJ0S X G Bng| upAwoiyiied OGLV1D | 08
sabpupe) ul sosig bunsa] Ayjigndaosng onoignuy SOSIALSYIN | S9SI 0S X G Bng upAwoiyien J6Y10 Y4
sabplye) ul sosig busa] Ajjiqideosng onoiqRuy SOSIALSYIN | SosIg0S X § Bnz uAwoiyiuey o2v10 8y
- sabpupued ur sosig buipsa ] Ajjgrdsosng opolqnuy SOSIALSVYIN | SOsIQ 06 X § Bng uoexoyosdi 06dID | L¥
sabpuye) ul sosig bupsa ] Aliqrdeosns opoignuy SOSIALSVIN | SosIg0G X G Bn| uloexojosdin JLdID | o9F
sebpupe) ul sasig bunsa Ayjgidsosng onoigiuy SOSIALSYIN | s9sIQ 05 X G Bnog |0d1usydwelojyd 20€D GY
sebpuped ul sosig bunsa ] Ayjigndsosng onoigqiuy SOSIALSYIN | s9sIQ 0S X G Bnpl |0owaydwelolyd 0010 a4
sebpuped ur sosig bunsa] Ayjigndaosng onolqnuy SOSIALSYIN | S9sIa 06 X G Bnog uljozeydad O0EZD 3%
laquinp "ON

adA} ao1Aap |e21paw ay} jo asodind papuajuj awepN pueig 9zIS )yoed uonduasa( jonpoid al 291A2q | |ees

dnoig

@ §SoW

diyssaupied ybnoayy suonnjos gal




1L LEEE ‘ON 21 04IaD

100 St o 1006 0%

P

p
2
3
2

%
“rgion

wopBury pauun ‘w3l 0z ‘epishkasiap ‘apjoog ‘peoy Agiaq ‘@snoH 1sepn
Z15ze9 puebug ul passisibay

sabpuype) ul sasig bunsa Ayjigndadsng onoiqiuy

SOSIALSVYIN | S9sIg 0S X G Bny uexoyixo DLXAN 06
sabpupe) ul sosig bunsa] Aujgndeosng onoignuy SOSIALSVYIN | SosIg0S X G brigg aulohaoun DO0ENIN 69
sabpuued ul sosig Bunsel Ajiqndsosng onoiguuy SOSIALSVYIN | S9SIQ 0S X § Bnol sj0zeuooiy 20110 88
SleIA Ul sosig Bupsa ] Aynqudeosng onoigqnuy SOSIALSYIN $2s1 001 Bng ajozepiuona SZN L8
sebpupe) ui sosig bunsa] Ayjiqndeosng onoiqnuy SOSIALSYIN | SosId 0S X G Bng ajozepiuonay DGZIN 98
sebpupe) ur sosig bunsa] Ayjiqndeosng onoignuy SOSIALSYIN | sosIg 0S X S BnpL-0z weloeqiogen/wauadosaiy D0EAIN g8
s|eIA ul sosig bunsa L Ajjigudsosns onoiguuy SOSIALSYIN sosIg 001 Bno| wauadoisy ITET ¥8
sabpupe) ul sosig bunsa] Ayjiqadaosng oRoIqRuY SOSIQLSYIN | SOsIgJ0S X G Bnp| wauadosapy D0LN3IN €8
sabplpe) ul sosig buisa] Ajiqrdsosns opolqiuy SOSIALSYIN | SOSIJ0S X S bnoi weuljsy D0LO3N Z8
sebpupe) ur sosig bunsa Auiigndeosng onolgnuy SOSIALSYIN | s9SId 0S X & bnog plozaur] 20£0Z7 L8
sabpupe) ul sasig bunsa] Ajiqndeosng onolqiuy SOSIALSVYIN | sosIg 06 X § Bnoy piozaun 201aZ1 08
s|elA ui sosig bunsa ] Ayjigndeosns onoiqiuy SOSIALSVYIN | S9sIg 06 X § Bng uioexojjonaT JSATT 6.
sabpupe) ui sosig bunsa] Ajjiqndaosng onolqnuy SOSIALSVYIN | S9SI 0S X § Bn| uroexoyoraT JIATT 8.
sebpuped ur sosig Bunsa] Agrdaosng onoignuy SOSIALSVIN | S9SIQ 0S X § Bng| aj0zeuoooley D0LVYOM L
- sabpupe)d ui sosig Bunsa | Aupgndsasng onoignuy SOSIALSVYIN | S9sIQ 0§ X § Bnog uoAweuey D0eM 9L
sabpupe) ul sosig bunsa | Ayjigndsosng onoiqiuy SOSIALSVYIN | soSIg 05 X § BnoL wauadiwi DOLINI 5/
sabpupe) ui sosig bunsa] Ayjiqndeosng onoiqiuy SOSIALSVYIN | sosIg 05 XS Bnooz upiweyuso D00ZND v/
sabpuped ul sosig Bunsa ] Aigndaosng onoigRuy SOSIALSYIN | sosSIQ 0§ X G Bnozl upiweuss D0ZLAD g/
sebpuped ul sosig Bunse 1 Anjiqndaosng onoiguuy SOSIALSYIN | SosId 0§ X G Bnog upiweu D0END gL
sebpuue) ul sosig Bunsel Aniqndaosng onoigiuuy SOSIALSYIN | SoSId 0§ X G Bngl upiweusn D0LND bL
sebpuped ul sosig Bunse 1 Ajiqndsosng onoigiuy SOSIALSYIN | SosIg 0S X G Bnol pov olpisnd 20104 0L
sebpupe) ul sosig busa] Ayjiqndsosng onoiquuy SOSIALSVYIN | SOSIQ 0G X G Bn} suisojfon|4 OLAL 69
s|elA ul sosig bunsa | Ayjigndeosng onoignuy SOSIALSYIN $9s1 001 Bngz sj0zeuoodn| GZNOA4 89
sabpuued ul sosig bunsa] Ayjigndaosng onolqnuy SOSIALSYIN | SOSIJ 0S X G Bngz sjozeuoon|4 DGZNO4 19
JogquinnN "ON

adA} a21Aap [e21paw ay} jo asodind papuajyj aweN pueig azIg yoed uonduoasag j1onpoid al @21A8q | |eles

dnoio

@ §Sow

diyssauped ybnouayy suoiinjos gal




1 1LZEG ‘ON 3l auiua)

wopBury payun ‘w31 0271 ‘epishesia ‘sjioog ‘peoy AqueQ ‘esnoH Isen
Z162£9 puelbug ui passisibay

sebpupe) ur sosig Bunsa] Ayigndsosns onoiqnuy SOSIALSYIN | SosIQ 0S X § uun | 9 uliuad o1od | ¥l
sabpuped ur sasig bunsa] Aujigndeasng opolqnuy SOSIQLSYIN | S9sIQ 0S X G Bng uoexoyad 0G643d | €L
s|elA ul sosig bunsa | Ayjigndeosng onoiqiuy SOSIALSYIN $2s1Q 001 Bny upoexo IXO | L
sabpuue) ul sosig bunsa | Ayigndeosng onoiqiuy SOSIALSVIN | SoSIQ 0G X § Bny uloexo NG| LR
sabpupe) ul sosig bunse 1 Auigndeosng onoiqnuy SOSIALSYIN | $osIQ 06 X G Bng upexoyo O6X4C | 0Ll
s|elA ui sosig Bunsa] Aujigndsasng anoiqnuy SOSIALSYIN $0s13 001 sjuun 0oL uneisiN 00LAN | 60l
slelA ul sosig bunsa] Ayjiqndeosng onoiqnuy SOSIALSYIN $9s1Q 001 Bng uooIqoAON GON | 80l
sabpupe) ui sasig bunse] Ayjgndeosng onoiquuy SOSIALSVYIN | S9sIg 0G X G Bng uIo0IqOAON OSON | 0L
sebpupe) ul sasiqg bunsa] Ajjiqndsdsns onoigqiuy SOSIALSVIN | SosIJ0G X G bnp| uoexojpoN O0LYON | 90l
sabpupe) ui sosiq bunsal Aupqndsasng onoiqnuy SOSIALSYIN | S2SI 06 X G Bnz uioexojLoN DZMON | ¢ol
sabpupe) ul sosig Bupsa] Ayjiqndsosng onoigiuy SOSIALSYIN | SosIQ 0G X G Bnog auljoxonIN D0¢dIN | +0L
sabpuped ul sosig bunsa] Aqndessng anoignuy SOSIALSYIN | S9sId 0G X G Bnpog ulojueinjoniN DOOSIN | €01
sabpuped ul sosig bunsa] Aqudeosngs onoignuy SOSIALSVYIN | $0sIQ 0S X G Bnpogz ulojueinjoniN D00ZIN | 20l
sebpupe) u sosig bunsa ] Ayjigndeosng dnoiqnuy SOSIAQLSVYIN | sosIg0S XS Bnoo| ulojueInjonIN D00LIN 1oL
sabpuped ul sosig bunsa ] Ayjigndsosng anoiquuy SOSIALSYIN | S9sIQ 0S X G Bnog¢ uoiwmeN D0€13N | 00l
sabplpe) ul sosig Bunsa | Aandsasng onoigiuy SOSIALSYIN | S9sIQ 0G X G Bnol uiwmeN D0L13N 66
sebpupe) ur sosig bunse] Ayjgndeosng onoiquuy SOSIALSYIN | s0sIQ 06 X G Bnog udAwosN O0€3N 86
sebpuped u sosig bunsa ] Ayjigndeosng onoiqiuy SOSIALSVYIN | s9SI 05 X G Bnol upAwosN O0L3N L6
s|elA ul sosIg bunsa ] Ayjiqndaosng opoIqRUY SOSIALSVYIN sosIQ 001 Bnog proy 2IXIPIEN OEVN | 96
sebpuped ul sosig bunsa] Ayjigndsosng onoiquuy SOSIALSYIN | S9sIQ 0G X G Bnog pioy dixipiieN D0EVN G6
sabpupe) ul sosig bunsa] Ayjiqndsosng onoiqiuy SOSIALSYIN | S9sIQ 06 X G Bnooz uooadniy 200ZdNN | v6
sabpuype) ur sosig Bunsa] Aypgndeosng onoignuy SOSIALSVIN | SosIg0G X § Bnoz uooandniy 002dNIN €6
sabpupe) ul sosig bunsa] Annqudeosng anoignuy SOSIQLSYIN | S9sIQ 0S X G Bng uposdny OSdNIN z6
sabpupe) ul sosig bunsa] Ayjiqrndsosng anoigiuy SOSIALSYIN | S9SIQ 0G X G Bng uroexopIxuy JSXdIN L6
JquInnN ‘ON
ad A} a21A0p |e3IpaW 3y} Jo asodind papuajuj aweN pueig 9z1g )oed uondiasa(g jonpoid gl @21A8Q | [eulas

dnoig

Ol

diystaupied ybnoayl suoipnjos gal




¥LLZEG ON S1eoyILaD

100 VL Ow - 1006 0%

prTy

ot

wopbury payun ‘w3 027 ‘opishasiap ‘apoog ‘peoy Agiaq ‘osnoH Ise
Z15ze9 puelbug u passisiboy

sebpuped ul sosiq bunsa] Ayjigndeosng opoignuy SOSIALSYIN | SoSId 0S X § Bngg unuswi OG8NIL [ 8gl
sabpupe) ul sosig bunsa] Ayjiqndedsng opoigquuy SOSIALSYIN | SoSId 0S X G Bng| aulokosbi L 061091 | /€L
sabpupe) ur sosig bunsa] Aujgndsosng onoigiuuy SOSIALSYIN | sosId 0S X § Bng/ unotesr | 06/01 | ogl
sabpupe) ul sosig bunsa] Ayjqdsdsng onoiguuy SOSIQLSYIN | S9sIg0S X § Bnog suiphoena | 00l | GElL
s|elA Ul sosig bupsa] Ayiqudeosng onoignuy SOSIALSVYIN $2sIQ 001 Bnol suioAoens oLL| veEL
sabpuped ul sosig bunsa] Ayjigndeosng opolanuy SOSIALSVYIN | S9SIJ0S X G BnoL suipAoens L o011 | €€l
sebpupe) ur sosig bunsa | Ayjigndeosng onoignuy SOSIALSYIN | sosIJOS X G Bnog ulows D0EW3L | 2€L
sabpuped ur sosig bunsa] Aqudeosns onoignuy SOSIQLSYIN | S9sIgOS X § Bng| uAwoiyyiaL TR ETH -1
sebpupe) ur sosig bunsa 1 Ayjiqndsosng onoigquuy SOSIALSVYIN | S9SIJ0S X G bnog ulueldodis ] 20€031 | ogL
sebpuue) ul sosig bunsal Ajiqndsasng anoianuy SOSIALSVIN | SISIP OGS X G 8981 bnoog uAwoidang 200€S | 62l
sabpupe) ul sosig bunsal Ayjiqrdsosng onoiquuy SOSIALSYIN | S9SIQ 0S X G Bne L uoAwoideng J0lS| 8zl
sabpuped ur sosig bursa] Aynqndeosng onoigqnuy SOSIALSVYIN | S9SIJ0S X G bngz uAwounoads DGeodas | 2T
sleIA Ul sosiq Bunsa ] Aujgndsasng anoignuy SOSIJLSYIN sosIg 001 Bng unidwejry edd | 921
sabpupe) ul sosiq bunsa | Ayjigndeasng onoiqiuy SOSIQLSYIN | sosIg 05 X G Bng uoidweyy o6dd | szl
sabpupe) ul sosig bunsa] Ayjiqndsosng onoigiuy SOSIALSYIN | SosIg0S X G Bnz unidwejry Oedd | vel
sabpuped ul sosig bunsa] Ajjiqndeosng onoignuy SOSIQLSYIN | S9sIQ 0S5 X & Bng | unsudoyep/unsudnuind OGLNAS | €21
sebpuped ui sosig bunss ] Ayjigndsosng oioiqiuy SOSIQLSYIN | S9sIQ 0S X G syun 0o¢ g uixAwAjod 200€9d | 221
sabpupe) ul sosig bunsa] Ayigndsosng onoiqnuy SOSIALSYN | S9sIJ0S X § 01-00| wejoeqoze | /uijioeladid o0LLzZLId | L2l
sabpupe) ul sosig bunsa] Ayjigndadsng onoiqiuy SOSIQLSYIN | S9sIg 0§ X G 01-G/ wejoeqoze ] /uljjioeladid 068Z1d | 021
sabpupe) ui sasig bunsa] Ayjiqndadsng onoiqiuy SOSIQLSYIN | S2sIg 0§ XS 9-0¢ wejoeqoze | /ul|ioeladid 09¢Z1d | 6Ll
sabpupe) ui sasig bunsa] Ayjigndsdsng onoiqiuy SOSIALSYIN | S2sIQ 0S X G Bnool unoesadid 200L74d | 8LL
sabpupen ur sosiq Bunsa] Agndaosng onoiguy SOSIALSYIN | SoSId 0G X G bng/ unpoeladid 06.7dd Ll
sabpuue) ul sosiq bunsa | Aigndaossng onoignuy SOSIALSYIN | SoSIQ0G X G Bnog unoesadid 20€7dd oLl
s|eIn ul sosig bunsa ] Aujigudaosng onoigiuy SOSIALSVYIN $9s10 001 uun | 9 uiiusd 19d | GLL
JaquinN "ON
a9dA3 a21Aap [B21PaW 3Y3 Jo asodind papusjuj awepN pueig 2z1g yoed uonduasaqg Jonpoid ai 221a2q | |euls

dnoag

@

diyssaupied ybnoayl suoinjos gal




L LZEG ‘ON 21 dyiied

100 SaviL On - 1006 05

it 2
2 @)
® 4

wopbury panun ‘w31 0z ‘epishasiap ‘apjoog ‘peoy Agiaqg ‘@snoH 1sep

Z152€9 pue|bu3 ul passisiBay

s|elA ur sosig bunsa ) Ayjigndeosng onoignuy

SOSIALSYN $2s1Q 001 SOsIp juelg M0890d8 | 8vlL
| sebpupne) ur sosig Bunse] Auiqrdeosns opoignuy SOSIALSYIN | S9sIg 05 X G sosip juk,g | O/M089008 | Lvl
sabpupe) ul sosig bunsal Agnrdeosng onoignuy SOSIALSVIN | SOsId0G X G Bnog upAwoouen D0EVA | opl
sielA Ui sosig bunsa ] Aujigndeosng onolgnuy SOSIALSVIN s9sId 001 Bng upAwoouep GYA | GSPL
sabpuye) ur sosig bunsa] Ayjigndsosng onoiqnuy SOSIALSYIN | s9SIQ 0S X § Bng uoAwoouen JSVA | Pl
s|elA Ui sosig bunsa ] Ajjiqndeosng onoigqiuy SOSIALSYIN s0sIg 001} Bngz ajozexowo) GZSL| ¢vl
sebpuped ul sasig buisa Ayjiqndsosng onoiqiuy SOSIALSVYIN | sosId 05 X & Bngz aj0zexowo) oszsSL | ewl
sebpuped ur sosig bunsa] Ayjiqndsasng onoiqiuy SOSIQLSVYIN | S9sIa 06 X G Bng wudoyiawi | DSNL | Lyl
sabpupe) ul sosig bupsa] Ajiqudessns onoignuy SOSIQLSYIN | S9sIQ 05 X G Bngz wudoyiawil | DS TNL | Oovl
sebpuped ul sosig bunsa] Ayjigndaosng onolgqnuy SOSIALSVYIN | SosIJ0G XS bno| uoAweliqoy O0LNL | &€l
JaquinN "ON
ad A} a91A9p [e3IpaW ay) jo asodind papuajuj aweN puelg 9218 )oed uonduasag 1onpoid al @91a8q | [elas
dnoio
{SOW

diyssaunied ybnouayl suoinjos gali




IVD solutions through partnership

ast

Group

Mast Group Ltd.
Mast House

Derby Road

Bootle

Merseyside L20 1EA
United Kingdom

Tel. +44 (0)151 933 7277
Fax +44 (0)151 944 1332

www.mastgrp.com

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 IVD 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 classification | EDMS code

code

Various | MAST® ID identification test paper products - | Self certification Annex Ill 1402020100, 1402020200,
discs, rings and strips. Products for presumptive | excluding section 6 1402020400, 1402020800,
identification of biochemical reactions or 1402029000.
detection of a specific reaction profiles in (codes registered - 24/03/2003)
microbes.

Standards applied: EN ISO 13485:2016, SO 9001:2015, EN ISO 14971:2012, EN ISO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN I1SO 15223-2:2010.

Declaration made by ....... ’ .............. I, ... R Date: 31t December 2020

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

Document valid till: 26t May 2022

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

IVD solutions through partnership

Mast

Group

Mast Group Ltd.
Mast House

Derby Road

Bootle

Merseyside L20 1EA
United Kingdom

Tel. +44(0)151 933 7277
Fax +44 (0)151 944 1332

www.mastgrp.com

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 IVD 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.

standard such as European Committee on
Antimicrobial Susceptibility Testing - EUCAST or
US Clinical and Laboratory Standards Institute -
CLSI.

Product | Product description IVD Directive EDMS code

code classification

Various | MAST DISCS® AST - paper antimicrobial Self-certification | 1402050200
susceptibility test (AST) disc products. Annex lll (Code registered -
Each disc contains an antimicrobial agent of stated | excluding 02/12/2002)
content in conformance to a recognised AST section 6

GMDN code - 17005

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2019, EN I1SO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN 1SO 15223-2:2010.

Declaration made by

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

Document valid till: 261" May 2022

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

‘ Date:03 March 2021
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R Lloyd's Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM

In accordance with the requirements of the In Vitro Diagnostic Medical
Devices Directive 98/79/EC and the Medical Devices Regulations 2002,
UK Statutory Instrument 2002 No. 618

This is to certify that the Quality Management System of:

Mast Group Limited
Mast House, Derby Road,
Bootle, Merseyside
United Kingdom
has been assessed against the requirements of Annex IV of the In Vitro Diagnostic Medical

Devices Directive 98/79/EC, and the Medical Devices Regulations 2002 and conforms to the
requirements for the products shown on the attached certificate schedule.

Approval is subject to the maintenance of the quality system in accordance with the
requirements of the above Directive and Regulations.

Authorisation is hereby given to use the LRQA Notified Body Registration Number in
accordance with the requirements of the specified Directives/Regulations in relation to the
products as identified above.

Certificate No: LRQ 0932114/C
Original Approval: 25 May 2004
Current Certificate: 1 June 2018
Certificate Expiry: 31 May 2021

LRQA Notified Body Number 0088

a0 DA

Issued by: Lloyd’s Register Quality Assurance Limited

1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom.

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause
as ‘Lloyd’s Register’. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless
that person has signed a contract with the relevant Lloyd'’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.



K

Lloyd's Register
LRQA

EC CERTIFICATE - FULL QUALITY ASSURANCE SYSTEM
CERTIFICATE LRQ 0932114/C SCHEDULE

has been assessed against the requirements of Annex IV of the In
Vitro Diagnostic Medical Devices Directive 98/79/EC, and the Medical
Devices Regulations 2002 and conforms to the requirements for the
products shown below:

Mast Group Limited
Mast House, Derby Road,
Bootle, Merseyside
United Kingdom

Annex Il List B Products
Mastazyme CMV Kit, EIA 802

Schedule Issue: 01
Date of Schedule Issue: 1 June 2018
LRQA Notified Body Number 0088

FDCL.M ‘;JD..,A,\_./\

Issued by: Lloyd’s Register Quality Assurance Limited

Page 1 of 1

1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom.

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause
as ‘Lloyd’s Register’. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless
that person has signed a contract with the relevant Lloyd'’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract.
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By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: FM 724380

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, manufacture and supply of in-vitro diagnostic devices and associated
services.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
o Page: 1 of 2
S ..making excellence a habit.

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory
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Certificate No: FM 724380

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road and associated services.

Bootle

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacturing, QC and warehousing of IVD kits and
Atlantic House, Derby Road reagents, bacteriological media and other kits and reagents
Bootle for the life sciences industry.

Liverpool

L20 1EA

United Kingdom
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: MD 724379
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, manufacture and supply of in-vitro diagnostic devices for clinical microbiology and
molecular biology and bacteriological media.

cni C_Seed ¢

Gary E Slack, Senior Vice President - Medical Devices
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Certificate No: MD 724379

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road for clinical microbiology and molecular biology and

Bootle bacteriological media

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacture of IVD kits and reagents for clinical microbiology
Atlantic House, Derby Road and molecular biology, bacteriological media.

Bootle

Liverpool

L20 1EA

United Kingdom
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