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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 §8/79/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
ourseives on ar 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 B IVD Directive | EDMS code

code classification

Various MAST ASSURE"™ Salmonella Antisera — for Self certification Annex 1501000000

(Y — serological identification and epidemiological typing I excluding section 6 (code registered - 24/03/2003)
| with polyvalent and monovalent O (somatic) and H
| {flagellar) typing antisera.

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

Declaration made by ... e T R Date: 4 January 2017

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

Document valid till. 31 December 2020

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




wopbuiy palun 'v31 021 ‘epishesiaw ‘ajoog peoy Aqisg 'asnoy 1sep
Z15z¢9 puelbug v paiaisibay

| ‘uoneunn|bbe apis Aq aejlRUOWIES JO UONEBOyLUBP! |BDI60j0ISS BY) ! % 'O '3 P sice € DILSONOVYIQ iz SEELI

| Joj suabijue H jo uonBUIWISIBP 3} 10§ WnJasKUE JuaeAklod 3|gels pinbi QldvY - H ellsucwies I34NSSY LSYN ot

‘uoneunn|6Be apiis Ag se|@uowW|ES J0 UonEdYNUSPI |BIB0j0IaS By | | '3 '3 'q SI0ES Z DILSONSYIA

10y suabijue H jo uolEUIWIBIEP BY} J0) Wniasue aeakiod s|qels pinbi | dldv¥ - H Bllduowies IHYNSSY LSYIN g LEERIN m-
uoneunnibbe apis Aq sejjauowies jo uoneosynuap! (eaiBojosas ayy | '3 'pgqsioped | DILSONSDYIA wz PEEHLIN o
10} susBiue | jo uoneuIWISIAP 2Y) Joj wniasnue jusjeakiod s|qels pinbi | didvY - H Bllducwies 34NSSY LSYIN |
_ ‘uoneunn|bbe apis Ag aej@uouwles jo uoneosynuap [ea1bojoias ay) . (L-H) 2 IsSvYHd _ wgz 6ECOLI P
10} susbue H jo uoneuiunalep dy) Joj wnisshue jusieafjod ajgels pinbiq AN3TVYAATOd - H Bilsuowies JYNSSY ISV |
uoneunn|Bbe apiis Ag ae|lpUOWIES JO UOHEIYIUSPI [B2IBO|0IBS BU) (6zz-8) 281 ISVHJ wz | 2ievii | ol
10} suabiue H jo uoneulwa}ap 3y} Joj Wniasiue jusieakiod ajgels pinbi INIIVAATOG - H BllSUcWies 3¥NSSY LSYIN |
e uoneunn|BBe apiis Aq aejlaUCW|ES JO UONEIYNUAP! [2o1Boj0IBS | . (290~ dnoib ayypp-uuewyney|) . p— ;
8y} Joj susbiue O Jo uoneUILIRIBP BY} JO) WNISSHUR 3|ge]S pInbi | uajeauWwQ - O Bjl2UCWIES IXNSSY LSYIN ]
uoneunniBbe spis Aq sejsuowies jo uonedyuap! 82160j0I3S |
ay) Joj suabnue O o uoHeUIWISISP BY)} Joj WNIASHUR 3|q.ls pInbI | SV O AT0d - O BlISUOWIES 3WNSSY LSVIN e 0oerin ¥
uoneunniBbe apis Aq aejsuowies jo uoneoynuapl [eaiBojolas
ay Joj susbiue O jo uoneuILIBIEP BY) JOJ WNISSIUE 3|qe)ls pInbi 97V O Al10d - O ElISUOWIES JHUNSSY LSV e PoErLl €
_ uoneunnibbe apifs Ag aej@uowies jo uoneaynuap! [eabojoias G0 120 810 '9L0 7L '90 '€LO 'L 1O Wz | BOSOLIN -
| ay} Joj suabiue O jo uoneuiwslep au) Jo} WNIBSIUE 9|gE)s pinbi 101084 |0 A0d - O Bljsuow|es 3YNSSY LSYIN | | - -
uoneunn|bBe apijs AqG aejlauowies jo uoneoynusp! [eoibojosas BL'ELO ‘0L ‘€0 '9F ‘8O '60 80 L0 'O ‘2O _ w2 _ — !
3y3 Joj SUSDAUE O 4O UCHBUILISIBP BY) JOJ WNIBSIUE JIGRIS pInbr J010B4 O A1Od - O Bll2uowies IuNSSY LSVYIN | |
. | i azig | apod | ON
adA | @o1As() |2oIpa AU) JO asodind pajuapu| _ SWeN apels|/puesg __ soeqd Jonpos | feuse

el93deq Jo Burdfy jeoibojowapida pue uonealuap! (2216010498 10} - BIBSIUY B|JOUOWIES 4, THNSSY LSYIN
ISaWEN }onpold

dnoig

oL

diyssauyied ybnoay) suoiinjos gal



wopbury pauun w31 0z epishasiap 'apoog peod AgiaQ esnoH 1Sep
zigzeg puelBuz ul pasaisibay

- . , | _,.__.__..-__.__,,_,,,,!.El.___.f.,.|.ii; _, -
_ﬁ_ o Hhom_wm%%_m__wmw ww_rmommmm_ﬂm% S wwccﬁw_ﬂwm__wmwﬂ%mww__m%.w_ A 103 OUON - O BIPUOWIES UNSSY LSV | MZ  9ZE0IW 92
- L%memmwwmm wm ﬁmm“mhm_ﬂmw %.w wwcrmwwwwwmwﬂ%mw_ww__w%.m_ | 5£0 Jope OUOJ - O ElIPUOLIES SHNSSY LSV Wz GZEOMN 62
S e e eslpeio BN RO PO ety oy - B]ISLB snssvisw | wz sz v
e 0T | sy ompenes s iom | e oG
- _Momﬂm_ﬁm%w . _rmoﬁmmwwﬂww e wwch_mww__wmwm_M__Mwmw__m%” 910 JOIoB S OUOW - O El[PUOWIES FUNSSY LSVIN Wz  ZZEOIW | 22
‘uoneunn|bbe apis Aq selsucw)es jo uonesynuapl |eoibojoias ¥1'90 wz LZSOLIN | L7
=1V e]] wcmm_wﬂm (O 10 UonEeUIUIZISR 3yl 1O} Wniasiiue ajqels ﬂu__iu_l_ JOI2EH CUOI - O Bll2UOWIES JHNSSY 1LSYIN | |
- Lmomm_mm___”,__mmmm - __”t_womwmm_hwﬁm% S wm,ﬁ:&%wwmmww_%mwwmw__mham_..m_ . €0 01984 OUOI - O EIIFUOLIES FUNSSY LSV L e | oceOMw | 0z
o hm__ommwm“rmmmw wm _rwo“mcmum_wﬂm% %m wwc_m__ﬁwm__ﬁww_%mﬂww_m%” | 1LO 101983 OUOW - O BBLOWIES TUNSSY LSV WZ | BLEOW 6L
‘uoneunn|bbe apiis Aq sejj2UCW|ES JO UONEDNUBPI [EDIB0[0IaS | 8L'ELO Wz | LEOLIN al
By} Joj suabiue O JO UoNBUILIBISP BY} JOj WNJBSIUE 3|qels pinbry | J0}9B4 OUOW - O EllsuowW|eS IXNSSY LSYN
S _h_m_mmmww_ﬁwmm ww __rmomm_mmﬂ_mom: %w wwpc,m_%Mw___wmww_ﬁ_ummww__m__m” | 0L'S0 101924 CUO - O BJIBUCWIES JHNSSY LSYW we | sleolw | it |
e
s S B 1 SIS 0 SISO 5 smmy oo - s sunoow | ez siwn o
24 10, SCBBALIE 16 OB ISP B 10t Libioane St by 60 JO1P4 OUOI - O BIRUOWIES JUNSSY ISV MZ | vISOM | S
B - hmommw_m“%mw ww _rmommhm_wﬁwc Hw wwch_%mw___m“ww_._n_mh_wm w_w%m_ 80 401024 OUOH - O ElIPUOWIES JYNSSY LSV IWZ | ELEOLW | a
2 01 SUSBRUE © 1o UOIBUISISD B 10) sasi S gDy O 1010P4 OUON - O BIRUOWIES JNSSY ISV WT  ZISOMM e
| ey ._.m_%ommwmm%mmw wmurwowm,ww_._wﬁ%wﬂw upmpccwwwww__wmw_M_rmmn“_ww%%m_ | +O J010B 4 cuop - O EBll2UCWIES IHNSSY LSVYIN | we LISOLIN ZL
S S o | 20J0ReJOUON - OPIPUOWIES JUNSSY LSV T LMY Ll
adA | 821A8( [B2IPSIN BU) JO 3soding pajuapu] aweN apel| /puelg xwmw Gswwﬂ_ _ _m__mm
dnoio
{SOW

diysiauiied ybnoayy suonnjos gal



wopbury palun w3 027 2PISABSIBW ‘211008 'PEOY AQiaq ‘asnoH 1sepy
Z162eg pueiBug w passisiboy

uoneunn|bbe agn) pue apijs Aq sejjeUOW|ES JO UONEJLUSPI [E21B0J0IaS

d JojoB4 OUOW - H E|l2UoWieS 3YNSSY LSYW

8y} Joj suabijue H o uoIleuILIBIaP BY) JO) WNIISHUR 3|qeIS pinbi 1we 99E0LN v
m ucneunn|bbe agny pue apis Ag se(jauoLLiES JO UoIEDIUaPI [B21B0|0J8S ] -
3y} JO} SUBBHUE H 4O UOIBUILISISP By} JOj WNJBSHUE 3|qe}s pinbr U Joj0eJ OUOW - H EliBUcWIES 3ANSSY LSYIN e soeolin 4
‘uoneunn|bbe agn pue apis Aq aejjauow|es jo uonedyUSp! [80160j01S — — w b
ay) 1o} suabnue H Jo uoiBUILISISP 24} JOj WNIaSIUe 9)gels pinbi + 101924 OUOW - H E||SUOWIES JUNSSY LSYI e yoe0Lin ov
uoneunn|bbe agn) pue apijs Aq sejjBUOL|ES JO UONEIUSPI [B21B0|0IaS P — T oo o |
3y} Joj suabiue H 10 ucnBUILIBIaP By} JO) WNIBSIUE 3|qels pinbi 9 JOJOB4 OUOI - H BllSUoWIes JHUNSSY LSYW e oreolin 6¢
‘ucneunn|bbe agn) pue apiis AQ SE|j2UOLIES JO UCHEDUSP! [B21B0|0J3S i .
2y} Joj suabijue H o uolBUIWIBIaP By} JO) WNIaSHUE 3|ge)s pinbi S JOI9E4 OUOI - H EllSUoWIes JUNSSY LSV e SreLin 8¢
‘uoneunnibBe aqny pue apis Aq sejjauowies jo UonEIIUSP! [EJIBO[0IaS !
3y} 4o} suabnue H o UCIBUILISIBD BY] JO} WNIBSNUR 3|qR)s pinbr ! ¢ JOI9E4 OUOW - H BlISUOWIES FUNSSY LSYW Iwe vreOLIN LE
‘uoneunnibbe aqn) pue apis Aq ae(|BUOLIIES JO UONEDITUSPI [Bo1B0I0IaS “ ]
....... 2y} Jo} SUBBIUE H 0 UONEBUIWISIBP BY} JO) WNIASHUE J|GE}S PINbI | 4 JOIE S OUOW - H BlisUow|es JUNSSY LSYW | e+ 9eeoLw 9¢
‘uoneunn|Bbe agn) pue apijs Aq ae||3UOWIES JO UOCHEOYNUBPI [B2160[01S D — i | TR
AU} Joj SUBBIUE H JO UCHBUILLISISP AU} JO} WNIISHUR 3|GelS pInbi] A JOIOB S OUOI - H &l €S 3ANSSY LSYW | e | vECOLN gt
‘uonieunn|Bbe aqn) pue apis Ag eejjduow|es jo uoneayuspl [eaibojoias | S i |
2y} Joy suabnue H Jo ucleulLISISP BY) JO) LWUNJBSIIUE B|gels pinbi | 108 OUOW - H B|ISUOWIES 3WNSSY LSYIN “ |we EEE0LIN | ve
_ ‘uoneunn|bbe agm pue spis Aq sejjduow)es jo uoneoyuspl [Eoibojoias | ! -
| 3y} oy suabiue H Jo uonBUIWISIEP 3Y) JO) WNJSSIIUE 9|qE)S pinbi O JOOB4 OUOW - H BlIl2UoWIES IYNSSY LSYIN iwie CEEOLN _ 23
| ‘uofjeunn|bbe aqny pue apijs Aq SE||SUCWIES JO uoiedynuap |eabojoias 3 . _ —
. 8y} Joj suabiue H o uocneuwIaap By} 10} WNIasHUE 9|qe)s pinbi 3 JOI9B OUOI - H EJISUOWIES JUNSSY LSYW | e seeviin ce
| “uoneunn|Bbe aqny PUE opi|S AQ SE|IUOWIIES JO UOHEDIIUSP! [E0IBO|0ISS _ ] i
ay; Joj suabiue H o uolBuILLIBISP BU) JO) WNISSIUE 3JQE)S pinbi 479 JOloe QUOW - H BIISUOWIES FUNSSY LSV e m beeoln _ e
‘uoneunnibbe agm pue apys Aq se|jsuow|ES JO UCHEDLIUSPI |B21B0oj0Ias ] _
2y} 104 susbnue H Jo UoIBUIWISISP BU} 10§ WUNISSIIUE B|g.ls pinbi P J01I2d OUOW ~ H E||BUoWIES FHNSSY LSV ltue OSE0LIN oe
‘uoneunnibbe agny pue apijs Aq ag|aUOWIES JO UonEOUNUBp! [Bd1Bojoas | ] |
3y} Joj suabijue H o uoneuLISaP By] JO) WNJBSIIUR 3|GE)S pinbi 9 J010E] OUOW - H EJI3UOWIES JHNSSY LSV Iz BCLOLIN 8¢
uonjeunn|Bbe aqn) pue api|s Ag eE||8UCW|ES JO UohEIUapI [2a160[0Jas | )
ayl Joj suabnue H jo uoneunuIsIEp By} J0) WNISSHUE B|QEIS pinbiT | Q J0}oB5 OUOW - H BIIBUOWIES JUNSSY LSV e _ 8ceoLn 8¢
.cosmc::_mmm agn} pue 2pi|s Ag SE|I2UOWIES JO UOKEDLUSPI [eoiBojoias ) | _
1104 SUSBIUE H 4O UCKEUILISISP BU) JO) WNISSIIUE SIGE]S pinbi B JCIEE ] oUopy +H m__wcoE_w.m m_w._:mmq 1SV we - L2eo0Ln e
w = T - 221G | 3pod | ON
| adA} amaaQ [eoipa aY) o asoding pajuapuy B alIeN apel]/pueliq soeq | _ Yonpoid | (ees

dnoig

{SOW

diystoulied ybnoayl suonnos aaj




g UNgy

u‘aw

wopbury payun ‘w31 0z '8pishasiay ‘21,008 pPeoy AQIBQ SSNOW ISEW
Z16z7¢4 pue|Bu3 ui pasaisibay

‘uoneunn|bbe agny pue apiis Aq 2Ej2UOLWIES JO UoEayiIuap! [eo1bojolas

auy; Joy susbijue H Jo uoneuluLalep oyl Joj wnissijue a|qels pinbi Pee Lowuww_ OUOW - H BIISUOWIES JYNSSY LSVIN _f.ml.l.. ELEOLN | 85
01 SUSBAUS i o onBUeia1SD o 10 insasis sders pmbry | 77 0P OUON - HBIUOUIES JUNSSY ISYW W2 ZeOWN | s
‘uoneunn|bbe agny pUE 8pijS AQ SE||2UOLUIES JO UCHEDJIIUapI |eoibojolas ) OB B~ S B RE SR E LSV -~ . mm
3y Joj susbiiue H JO UCHEUILLIBIBP 3U} JOj WNJISHUE B|GelS pinbiy 9z 01984 OUOW - H BIISUOLIIES JUNSSY LSYWN | W2 | BYEOLI | 55
TS S e S e S OO e en s nsa s e oo |
e PO U o e s sunsow o _reom |5
:ozm%ﬁwwwwmm“cﬂwwm _rwommmm_wwmwwwm AR w_rmmm%mww_wwm | €17 JoI9B OUOW - H BllPUCLIES FUNSSY LSYIN wz | zveolw  zs
O 0] SUSBLE 1115 LONGAMLLSISD Bl o) Linsomiue sideis pmbry | 0984 OUON - HEIPUOWIES JUNSSY LSW | W2 LpeOLN | 1S
| co;mwmﬁwwmw%%wcnmcm ww_%ommwmﬂmw%m wmwcm_wﬂwumwﬂ%%%w__m%” A 10}0B4 OUOW - H BlIUOWIES JHNSSY LSYIN Wz OPEOLW 0S
co;mwmwwwmw%%__w:cmcmwm___cwomwmm_ﬂm%ﬁ wwcﬂ%wwwnmw_%mwwmw__w%m_ | A Joe4 OUOW - H BllRUOWIES JUNSSY LSYIN Wz | LECOMN  8p
co;mwuﬁwww Mmmwcumcm ww_rmomm o wwh:,m_MMM___HMUL_%M_MMNHM | 7140WE4 OUOW - H BIISUOWIES JUNSSY LSV g SEEOLN | v
o SuBAGE 1 16 soHRUnAss1oD B 0t hsosie agees pmby X 01°%3 OUON - HBIPUOWES JUNSSY ASYW T SEOWN 97
__ co;mmmﬁwwm%%mw%%mwm_rwowmmmwﬁm:ﬂ” wmhcm_wwww__wmww“%m_wm__w%m_ | s 101984 OUOW - H Ellauowies 3UNSSY LSV Wz 89EOMN vy
PTG
o e s e o e A prtry | © %4 PN HEPUUES JunSSY UV | W sotoun &5
ad/A ] aoiaaQ [edipay 8yl jo asoding pajuapuy| aWweN apelpuelg .m xMMM wu:wwwn_o _mcwm

diysauied ybBnouayy suonnjos gal



wopbury patiun w31 0z SpisAasiap 'spocy ‘peoy Aqiaq asnoi 1sep
Ziszeg pueBusg w paialsibay

23S JUa|eAoUOLW |

i v WG Xz |
‘ . I\ PUB P-H ‘e-H ‘60 ‘2O 4O SISISU0D 1S | B8EOLIN L2
ayy 10} suabnue H pue O JO UCNBUILLISIBP 3U) Jo} wniasnue ajqels pinbim SIUL '/ 19S WNJBSUY B|I3UoWIES JUNSSY LSYIN JWZ x¢ |
‘voneunn|6Be agny pue apis Aq agjjsuowies jo uoneauapt [eaibojoias LA . S _
e : L U'3-H OM} pUB {Z-H 834U} JO SISISUOD 138 WG XG  BBEOLW 0L
ayy Joj suabnue H Jo uoHEUILLISISP 3U} JO) EEmm_Em ajgels pinbi SIUL 9185 WNBSHUY BlPUOWES TUNSSY LSV | ] --||“
‘voneunn|Bbe agny pue apis Ag aejjaucw|es Jo uoieodiuap! [esibojoias "BI3S JUS|EAOUOIA ©-H USA3S JO SISISUOD 13S — — -
3y} Joj suabiUE H JO UOHBUILLIBIBP BU) JOJ WNIBSIUE B|QelS PINbiT  SiyL G 185 WnJesiuy ejlauowies 3YNSSY LSYI o _ =
: 9ZR
SoueuIne oan pue spis q seleuouie 0 OISO B0 | ' 7 ek LEIRAOUON 1-H N OSSO IBE | GG LOCONN 26
DO i i AR ™ | st b 185 wnuasiuY ellBUOWIES JUNSSY LSYIN
‘uoneunn|bbe aqny pue spis Aq s2jjsucLujes Jo uonedijuap! [ea1bojoias E13S JUS]BAQUO T-H JNOJ JO SISISUO0D 1as T " %
Y} Joj susbiue H Jo UoeUILISIBP 8} JOj WNIBSIUB 3|qe}S PINbIT | SIy] "¢ 18S Wnuasiuy ejjsuow|es 3YNSSY LSYIN | -
‘uoneunn|bbe agn) pue apijs AQ ae|jaucw|es jo uonediuap! [edibojosas BIaSUB H /| JO SISISUOD 198 i | TR
| ay) 10} suabiue H 0 UCIBUILLISIZP SU} JOJ WNISSIjUE 3|ge}s pINbIT | SIyf ¢ 128 wniasiuy BlRucwWieS 34NSSY LSYIN | W 08
‘uoneunn|bbe apijs Aq aejjsuow|es jo uoneoynuapt [esibojosas Bias IA pue buidnosB-g /| JO SISISUOD 18S . m — .
2y} Joj susbnue O JO UORBUILLIDISP BU} 10} WNIBSHUE 3|ge)s pInbi | syl "} 185 wniasiuy e|jsuowies 3¥NSSY LSYW . i e
az1g | apo2 ‘ON
2dA ). ao1a8( [ROIPSIN BU) Jo asoding pajuspu| awen apes | /puelg | yoeq 10Npold  |BuaSg
[ ‘uoneunn|bbe agny pue apijs Aq aejlauoWies jo uoneoynuapl [eaibojoias | o i 7 ........
ay1 Joj susbijue | 10 UoBUIWLISISP 3U) JO) WNJSSIUR 8|qe)s pinbi | 6¢Z 101084 OUOW - H BIISUOWIES JUNSSY LSYIN _ e _ L8E0LIN v9
‘uoneunn|bbe agm pue apis Aq ee||2uow|es jo uoneayuap! [eo1bo|oias ] ik
3y} Jos suabilue H 10 ucieUILIBISP 3} 10} WNISS)Ue 3|qels pinbi 0Lz J0joe4 OUOW - H E|ISUOWIES JUNSSY LSYIN e 7 08€0LIN €9
uoneunn|BBe agny pue epijs Ag sejjsuoW|EsS j0 uonedyuap! |eabojolas ] -
241 4oy suabinue H jo ucneuILLISIEBP 2y} Joj Wnigsijue siqels pinbiq bZ 10108 OUOIN - H E|ISUCWIES JHNSSY LSYIN g 6LE0LIN
m ‘uoneunn|BBe agm pue apijs Aq 2e|j2UoW(es Jo uoneoynuap! [ealbojoias o R b e w ;
m sy Jo) suabijue | (0 UCHEUILLISISP SU) JO} WNJashue a|aes pinbin 40}0B 4 OLIOW = H Bl 125 3¥NSSY LSV iwe 8LE0LN
m ‘uoneunnibbe agny pue epifs Ag se|2UoW|ES JO UonEDIUSP! [Ebojoies - ] ) m
“ ay) Joj suabiue | jo uoneuwIB}ap a4} JOj WNJISHUE 3|ge)s pinbiy CEZ JOJOB OUOW - H BIISUCWIES JHNSSY Fw,q__w_ e | wwmofz ow
m “Loneunn|bBe agn) pue @pis Ag 2e||aUoW|es Jo uonedyiuapl [eaibojoias T o
m au) 0} SUBBIUE 1 10 UONeUILIEIap 2L Joy Wniasque ajgels pinbry 9+ YO u .c ,;_H,.;_,,;I L IES 3UNSSY LSYIN IWe 1 LLEOIN 6S
I o2l =}
_ adA | asias( |2o1pa 3y Jo 8soding pajuspul aweN apes ] /puelg xomw Esvwﬂu _mcwm

dnoio
ISOW

diysssuiied ybBnoayi suonnjos gal



