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Mast

Group

SRL SANMEDICO Mast Group Ltd.

Mast House
A. Corobceanu Street 7A, apt. 9, Derby Road
Chiginau MD-2012, Bootle
Moldova Merseyside L20 1EA

United Kingdom
Tel: +44 (0) 151 933 7277

www.mast-group.com

TO WHOM IT MAY CONCERN

LETTER OF AUTHORISATION

This letter is to confirm, SRL SANMEDICO of address A. Corobceanu Street 7A, apt. 9,
Chisinau MD-2012, Moldova is authorised to register products, present proposals, offer
quotations and accept orders and to participate in tenders as required for Mast Group
Limited products.

The undersigned herewith states that the above is true and correct.
Yours faithfully,

; TR — ( \-AO\L&,\ Digitally signed by Monastirschii Viorica :az.

Date: 2023.04.10 13:46:58 EEST
Reason: MoldSign Signature
Location: Moldova

Susan Thomson
Bootle UK
December 9th 2021

International business Manager, on behalf of Mast Group

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

Certificate No: FM 724380 Certificate No: MD 72379
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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 VD 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/ GMDN code
code classification
Various | MAST® ASSURE Salmonella Antisera — for Self certification Annex EDMS code - 1501000000
(Y — ) serological identification and epidemiological typing Il excluding section 6 (code registered - 24/03/2003)
of Salmonella bacteria.
GMDN code - 39521

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

Declaration made by Q/&\\\‘\%\(“\\(&\\ ......... Date: 26t May 2022

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

Document valid till: 26" May 2025

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



wopbuy payun ‘v3| 0z ‘episkesiapy ‘eoog ‘peoy Aqiaqg ‘osnoH isep
Z162€9 puejbug ui pass)sibay

‘uoneunn|bbe apiis Aq sejjeuowies Jo uoneoyuspl [e1bojolss By % 'O ‘3 ‘p slojoe ¢ OI1SONSOVIA
104 susbue H Jo uojeulwIs}ep 8y} Joj wnissiue jusierkjod a|gels pinbi didvy - H ejjpuowles IYNSSY o LSYIN i i o
‘uoneunn|6be apiis Aq eejjeuowies jo uoneoyuapl [ea1BojoIes By} | ™ 3 ‘q si0joe4 Z O1LSONOVIA
10} susbiue H Jo uojeulwIB}ep 8y} Joj wniasiue jusieakjod a|gejs pinbi didVy - H ejjeuowies IYNSSY Ll SYIN i e i
~ “uoneunniBBe apys Aq oE|jeUOWIES 40 UOHEDYUBPI [29IBOJ0IaS ay) 13 °p ‘q siojoe4 | OILSONSVIA
10} susbiue H Jo uojeulwI}ep 8y Joj wniashue jusierkod a|gejs pinbi didVy - H ejleuowies IYNSSY ol SYIN i Wl .
) ‘uoneunn|bBe apijs Aq sejjeuowes Jo uoneoluap! [e2160j0ISS BU) ‘ o ~ (1*H)Z3SVYHd
104 susbue H Jo uoyeulwIB}ep By Joj wnissnue jusjerkiod a|qejs pinbi AINITIVAATOM - H Bljeuow(es IYNSSY oLl SYIN i Dl :
~ ‘uoieunnBBe apiis Aq SE|[EUOWIES JO LUONEOLIUBPI [291B0I0IBS BU) ‘ - - (62z-8) 291 ASVHd
10 susbue H Jo uojeulwIB}ep 8y} Joj WnissHue Jus|eakiod a|ge)s pinbi ANITVAATOM - H Bllduowies JYNSSY ¢l SV il Bt .
"uoneunn|bbe apiis Aq se|jauowies jo uonesiuapI [eaibojoles ‘ ~ (290-Y dnosb lIYM-uuewyneyy)
2y} Joj suabiue Q Jo uoneulwIalep ay) 10} wnJashue a|qejs pinbi JUsjeAlulwQ - O ejjlduowies IYNSSY ol SYIN \We LEST6N s
‘ ‘uoneunn|bbe apis Aq aejjUOW|ES JO uoneolyijuapl |eoibojolas N
8} 4oy SUBBIUE O JO UONBUIWLISISP BU} J0} WINIBSHUE B[QEYS PinbiT SV O AT0d - O ellsuow|es J4NSSY o1l SYN jwz | 00EYLIN 4
) - ‘uoneunn|bbe apl|s Aq se|jsuowies Jo uoneoluspl [eo16ojosas
8y} Joj suabiue O Jo uonjeulwlsiap ay) JO} wnJasiue a|qejs pinbi OV O A10d - O ElleUoWIEs FUNSSY o LSYI IWe el £
"uoneunn|Bbe apijs Aq ae|juoWlEs Jo uonesyuBp! [ealBojoIeS GEO ‘120 ‘8LO ‘910 'vL ‘90 ‘€10 ‘L 1O
94} 104 susbiue O 4o uoeulWIBIEP BY) Jo} WNJBSHUE BIGE)S PINbIT | JoES LO ATOd - O Eljeuow|es JUNSSY olSYIN el Ml i
‘uoneunn|bbe apijs Aq ae|jBUOWIES JO UOKEDYIUBPI [BOI6OJ0IaS 6L°€°L0 ‘0L ‘€0 ‘9% ‘60 ‘60 ‘80 ‘L0 ‘YO ‘2O
8y} 4oy susbue O Jo uoljeulwIB}ap BY) 40} WNIBSHUE B|qe)S pinbi 10}084 O A10d - O Ellduowies JYNSSY «LSYN e SR g
‘ ) azig apo2 "ON
adA | @21neQ [e21pay Y3 JO asoding pajuapuj duweN apeu] /pueig

)oed Jonpoud | |euas

eJashuy ejjauowles JUNSSY o LSVIN :SaWweN 3onpoid
QA [eJaua9 — (9 uolyoas Buipn|oxa ||| xauuy) uonedyIad-419s ~ALINYO4ANOD 40 NOILYHVY123d 23
QAI [esauag — || XaUUY ‘D3/6./86 2A130211Q [e21pay disoubeiq o3iA U] ueadoing

dnoio
4SOW

diyssauypied ybnoayy suonnjos gal




wopbury payun ‘v3L 0z ‘apiskesiayy ‘apoog ‘peoy AquaQ ‘asnoy 1sepy
215ze9 puelbuz ui pess)sibay

) ‘uoneunn|bbe spijs Aq ae||auowWwles Jo uonesyUAPI |eoibojoias T —— il
Y} Joj Suabljue I/ JO UONEUIWIS}BP BY) JO} WNISS)UE a|qe)s pinbi '\ doped W-Oeil IES JHNSSY o LSYIN wie 9CE0IN 9¢
- ‘uoneunn|bbe apijs Aq de|jsuowes jo uoneoyuapi |eaibojolas e s — - il ‘
8y} Joj suabljue O JO uoneUIWIS}EP BU} JO) WNISSHUE B|qe)S pinbi §€0 Jope4 W-Oell €S JANSSV o LSV we SCEOLIN §¢
- ‘uoneunn|6be spijs Aq oejBUOWIES JO uonealuapl [eaibojolas :
8y} Joj suabljue O JO uoneUIWIB)EP BY} JO} WNISSHUE B|qe}S pinbi +¢0 10108 OUOW - O BllSUOWIES FHNSSY oLSVYI Iwe vCEOIN ve
N - "uoneunn|6be spijs Aq oejduowes 10 uoneoiynuapi |esibojolas - ] N
Y} Joj suabljue Q JO uoneuIWISIEP B} JO} WNISSHUE J|GE)S pinbi 810 10j9B4 OUOW - O BllSUOWIES FAUNSSY o LSVIN IWe €CE0IN €e
N "uoneunn|bbe apis Aq sejjuowies jo uoljeoyuapl |eolbojoas Ty o ——— ul )
8y} Joj suabljue O JO uoleulWIL}eP 8y} JO} WNISSHUE a|ge)s pinbi 910 Joyoe W-Oeil IES JHNSSV o LSYW Iue CCeOIN (42
i - "uoneunn|6be apijs Aq aejjeUOWIES JO uolneoljjuapi |esibojolas ‘ ) - ¥190 ) Gl
8y} Joj suabiue O JO uoleulWIS}BP 8y} Jo} WNISSHUE a|ge)s pinbi Jojoe OUO\ - O e||puowies IHYNSSY ol SYN we LCEOIN be
‘uoneunn|66e apijs Aq aejjeuowies jo uoneoynuapl [esibojolas - -
8} Joj suabljue O JO UONBUIWIS}BP BY) JO} WNISSHUE B|qE)}S pinbi €10 01984 OUOW - O elleuow|es IUNSSY o LSVYIN g 0c€0IIN 0c
N ‘uoneunn|bbe api|s Aq sejBUoWlEs Jo uoleolyuapl [eaibojolas - ‘
8y} Joj suabljue Q Jo uoneuIWIB}EP B} JO} WNISSHUE B|qE)S pinbi b10 101084 OUOW - O BllBUOWIES TUNSSY oLSYIN uie 6LEOLIN 61
"uoneunn|6be apijs Aq eejjduowies 40 uopiealyuapl [eaibojoses o ) ) ‘ 6L'€'LO ‘ i
8y} Joj suabijue O JO uoneulWIL}eP 8y} Jo} WNISSHUE a|ge}s pinbi Jojoe OUO\ - O Ejjsuow(es IYNSSY «LSYIN wie 8LEOLIN 8l
~ ‘uoneunn|bbe apiis Aq de||auowiles jo uoneoynuapl |eslbojoias - ) 0L'€O W
8y} Joj suabljue O JO uoneuIWIL}BP 8y} JOj WNISSHUE a|ge)s pinbi Jojoe OUo - O e|jPpuow(es IHYNSSY ol SYN e 9LEOIN Ll
- - “uoneunn|bbe apijs Aq sejjouowes 40 uoneoiuspl |eaibojoias - ) ‘ ) - 9’60 ‘ . )
8y} Joj suabljue O JO uoHeUIWIBIEP BU} JOJ WNISSHUE B|qE}S pinbi Jojoe OUo - O e|leuOW(ES IYNSSY LSV Iwe SLEOLIN 9
- "uoneunn|6be apijs Aq sejsuowes jo uoneosnnuapl [esibojolas - -
8y} Joj suabljue O JO UOHeUIWIBIEP AU} JOJ WNISSHUE B|qE)S pinbi 60 101984 OUOI - O EllSUOWIES JAUNSSY 0 LSVIN uie VIEOLN st
- ‘uoneunn|bbe apijs Aq ae|BUOWIES JO uoneolyijuapi |esibojolas - - ‘
8y} Joj suabijue O JO UoNeUIWIS}BP 8y} JO) WNISHUE a|ge)s pinbi 80 10108 OUOW - O EllSUOWIES JUNSSY LSV |ue ELEOIN vi
- ‘uoneunn|bbe apis Aq sejlsuowies 40 uoneoyuapi [esibojolas - k .
8} Joj suabljue O JO uoneuIWIS}BP By} JO} WNISSHUE a|ge)s pinbi £0 101984 OUOI - O ElISUOWIES FANSSY 0 LSV e CLEOLIN el
- ‘uoneunn|bbe epi|s Aq aejjBUOWIES JO uoneanuapl [esibojolas - -
8y} Joj suabljue Q JO UoHeUIWIBIOP AU} JOJ WNISSHUE J|qe)S pinbi 0 0J984 OUOW - O EjidUOWIES JUNSSY o LSYIN I LLEOLIN ¢l
) ‘uoneunn|bbe api|s Aq eejjoUOWIES JO UOHEDRUSPI |eoibojolias - )
8y} Joj suabljue O JO UoHeUIWISIBP BY} JO) WNISSHUE B|qe}S pinbi ¢O 10}0€4 OUOI - O BlISUOWIES FAUNSSY o LSVIN e OLEOLN dis
‘ - ‘ adA ] @21A8( [e21paly 2y} jo asoding pajuapu - \wEmz apel]/pueig 9zis __BpoD ©°N
: i )oed jonpold | |elss

dnouo o ‘

% 4SOW

diysiaupied ybnoay) suonnjos ga|




wopBury payun ‘vai 0z ‘epishesiapy ‘apoog ‘peoy Aquaq ‘asnoH isepy
Z15z€e9 puejbugz ul passsiboy

‘uoneunn|bbe aqny pue apijs Aq eejjeuowW|Es Jo uoneoiyuapl [eaibojolas d -
9y} Joj suabljue H Jo UOleUILLIB}AP By} IO} WNISSIIUE B|qe)s pinbi ¢ 10108 OUOW - H EjleuowIes IUNSSY eLSYIN uie 99€0LIN 94
‘uoneunn|bbe aqny pue epijs Aq sej[jsuouwles Jo uoljedyuapl [ealbojoias
8y} Jo} suablijue H Jo uoneuIWIB)EP BY)} JO) WNISSHUE a|ge)s pinbi Wl 1008 OUOW - H BlISUOWIES JUNSSY oSV Iwe S9E0LIN 24
~‘uoneunn|Bbe aqny pue apijs Aq aejjeuow|es J0 uoneoyyuapi |eolbojolas
3} Joj suabijue H Jo uoleuIWw.IB}ap By} JO) WNISSHUE a|ge)s pinbi } 101084 OUOW - H BlleUOWIeS JUNSSY olSYIN ¢ VOEOLIN oy
"uoneunn|bbe aqny pue epijs Aq ae||auow|es Jo uoneoiuapl |eolbojoias
8y} Joj suabijue H Jo uoieuIWIR)BP B} JO) WNIBSHUE d|qe}s pinbi 9 101984 OUOW - H EllSUOWIES JUNSSY o LSVIN |te 9ve0IN 6e
~ ‘uoieunn|6be aqny pue apijs Aq ag||suowies Jo uoleodyuapl |esibojoias
8y} Joj suabijue H Jo uoleUILLIB)AP BY} IO} WNISSIUE B|qe)s pinbi 5 10J9B4 OUOW - H EllSUoWIes JUNSSY o LSV Iue SYEOLN ge
~‘uoneunn|6be aqn} pue apijs Aq ae|jauowies jo uoneoyuapi |ealbojolas B
8y} Joj suabjue H Jo uoneuIwWIB)BP BY) JO) WNISSHUE a|ge)s pinbi ¢ 10j9e4 OUOW - H EllSUOWIES IUNSSY o LSV uie YYEOLN e
‘uonjeunn|bbe aqny pue apijs Aq de||auowies jo uoneoslyuapl [ea1bojoias ‘
8y} Joj suabljue H Jo UolBUILLIB}EP BY) IO} WNIBSIUE B|qe)s pinbi 1 101984 OUOW - H Bllouowles IUNSSY eLSYIN uie 9EE0LN 9€
‘uoneunn|6be aqn) pue apijs Aq oejjBUOW|ES 10 uonesynuapl [esibojolos
3y} Joj suabljue H Jo uoleuIWwIB)Bp BY) J0j WNIISHUE a|ge)s pinbi 1 10084 OUOW - H BllduoW|es JUNSSY oLSYIN Itie VEEOLN g€
‘uoljeunn|bbe aqny pue apijs Aq 8e|jjsuowies Jo uoledyyuapl [ealbojoias i ]
8y} Joj suabjjue H JO uoneuUILLIB)EP BY} JO) WNIISHUE a|qe}s pinbi ! 101084 OUOW - H Ejlsuow|es I¥NSSY eLSYIN g EEEOLN ve
"uoyeunn|6be aqn) pue apijs Aq ee|BUOWIES 10 uoneoyuapl |eaibojoias ‘
3yj Joj suablue H Jo UoleUIWIB}SP By} IO} WNISS)UE a|ge)s pinbi D 10j984 OUOW - H BlleUuoWwles JUNSSY oL SYI ue CEEOLIN €e
- ‘uoneunn|6be aqny pue apijs Aq 9e|jauoLwies Jo uolediuapl [eaibojoias
8y} Joj suabljue H Jo uoneuIWIB}BP By} JO) WNISSHUE a|ge}s pinbi 3 101984 OUOW - H BllSUoWIES IHNSSY o LSV we SEEYLIN ¢e
"uoneunn|bbe aqny pue apijs Aq oe|BUOWIES JO uoneoljuapl [esibojoles ’ -
8y} Joj suabljue H Jo UOIBUILLIB}AP BY) IO} WNISSIUE B|qe)s pinbi 4 9 10J9B4 OUOW - H BllSuowles IHNSSY LSV Iwe LEEOLIN \e
~"uoneunn|bbe aqny pue apis Aq aejjeUOWIES JO uoneoiuapl [es1bojoIas
8y} Joj suabljue H Jo UoleUILLIB)AP By} JO} WNISSIUE B|qe)s pinbi P J0J0B OUOW - H BliSUOWIES JUNSSY oLSYIN e OEE0LIN 0€
‘uoneunn|6be aqn) pue apijs Aq ee|jBUOWIES JO uoneoiyuapi [esibojoles
8y} Joj suabiue H Jo uoneuIw.a}ep 8y} Joj WNISSHUE a|ge}s pinbi © 1008 OUOW - H BllSUOWIES JUNSSY o LSV ue 62€0LN 6c
"uojeunn|bbe aqny pue api|s Aq ee|jauoWw|es J0 uoneoyuapi [esibojolas ‘
8y} Joj suabljue H Jo uoleUILLIB}BP By} JO} WNISSIUE B|qe)s pinbi 9 101984 OUOW - H EllSUOWIES JUNSSY 0 LSV 1uie 8CEOLN 8¢
"uoneunn|bbe aqny pue apijs Aq oe|BUOWIES JO uoneoiyuapi [esibojolas -
8y} Joj suabljue H JO uoneUILLIB}EP BY} JO) WNJISSIUE B|qe)s pinbi © 101084 OUOI - H Elleuowies 3HNSSY o LSYIN we L280IN 42
9zig apoo ‘ON
adA | ad1ne(Q [ed1pa ay) jo asoding pajuapu) aweN apes]/puelg soeq Jonpoud | jeuss

diysiaupied ybnoayy suonnjos ga|




wopbury payun ‘v31 0z ‘apisAesiay ‘ajjoog ‘peoy Aqueq ‘9SNOH Jse
Z152€9 puejbuz ur pass)sibay

‘uoyeunn|bbe aqnj pue api|s Aq 9E||SUOWIES JO UONEBNIUSPI [E01BO|0ISS

9y} 10} suabue H Jo uoleuWIB)AP BY) Joj Wnsshue a|qejs pinbiy | Y¢4 1010Bd OUO - H B|jsuowies INSSY o LSYIN We | €LE0LN 85
e e s e o el o ] e —————rPY R R E
.co:mgw_w%%wcvmcﬂ wM_erMMFNM““MM_MML_mNmH wwmch”www__w“wﬂ_rm%_wmw__”%.w_ N J0joB OUO - H e|jpuowies IYNSSY ol SYIN B jwe 0LE0LIN 96
e e e I el 92 0192 OUOI - H BIRUOWIES JUNSSY olSVIN | 1z | GrEouy | s
.co_ﬁm“mﬁ\._wmcm%m_;_“cvmcﬂ w%_rmommpw”“wﬂ”w:_oﬂwu wwmchﬁwww__wuwﬂ_rmmn“_wmw__”._co_.w_ L 10}0e 4 OUO - H EBjjsuow(eS IYNSSY e LSYN ‘ jwe LYEO0LIN 174°]
‘.co:mmmw _wamwumwcomcm_ . _“_wo\_w_ww_hwﬁ% . wwhch__ﬁww__ﬁww_%mww__m%.w_ 82Z 10}0E OUOIN - H BlJoUOWIES FHNSSY 6l SYI g | evEOMN | e
.co_ﬁ“_&: “wwmw%mwcnmcm wm _rwommwm_ﬂm% %w wwv,chﬁwwwﬁww_%mwmw__m%.w_ €12 10}0B4 OUOJ - H BJ|oUOWIES THUNSSY oLlSVIN 2| zeomN | s
D 10) 05D 176 WOt o o s A ks | M 1012 OUOI -  ellUouIeS TunSSY olsv | iz | sreomt| 15

‘ co:mwﬂ.ﬂ .__MWM%M%WCUNCM_ w% _._._mo\_MMFNMWW_M% _mmr_wu wwhch__ﬁ“w__ww_wﬂ__nm%._wmw__”.“uw_nw_ A 10JOEH OUOW - H B||suow|es IYNSSY o LSYIN jwe OvE0LN 0S
.cozm“mwwwmw%mw%mcmww _rmo\_mm_wm__wﬁ% _mﬂmu Wmhc,m__ﬁmw__ﬂww_%ww%%w_ U'® JOJoES OUOI - H EjjoUoWIES FYNSSY ol SV lwz | 8EEOLN | 6
| B4 mew%mwcumcm i _h_womm,wmﬂmw p ww%c,mﬁww__wuww_rwwm__m%.w_ A 101084 OUOIN - H EllSUOWIES TUNSSY LSV lwz | 2€C0LN | 8p
o] Uil 1B Seaio b b el BTG | e ouom - efeuoues Funsew olsv | iz | ssoon| 2o
01 SUBBILS 115G S et o 1o omroanin A ok | ¥ 01953 0UOM - H Elouowes NSV olsvn | 1z | ozeon | oy
] SUOBILE 1 30 OB tstep o s ommog st ook | 190% OUoN - H elbuoules ZuSsY olov | 1z | eosom| v
1o SUoB 11t oo oty PO | o8 Lo - H SISUOWIES TSV 2 SN ez | sovomn| o
.:o_amMﬂ“ﬂ.__MWM%%%wcvch w%_?wo\_wmw_mﬂﬂm_wt_wﬂw wwvcrwﬁwwwuuww_rmh%w__”%m_ b Iojoe4 ouo| - H ejlpUOWIES JYNSSY elSVIN lwe L9€0LIN 134
© edAy e01Aeq [E01Pa oY} 40 asOTINg PojUGPU] - - oweN opesjpuesg | °ZS|  @Pod | “ON

B ‘ . B ] ] oed | 1onpoyd | [euss

“dnousg
{SOW

diysiauyied ybnouayy suonnjos aAl




wopbury payun ‘v3L 0z ‘apishesisy ‘apjoog ‘peoy Aqieq ‘esnoH 1sepy
Z16z€9 puejbuz ul pass)sibey

"uoljeunn|6be aqny pue apijs Aq SE|lBUCWI[ES JO UOREDRIUSP] |eaibojolas

8y} Joj susbijue H jo uoneujwR}ep BY) Joj Wniasue ajqe)s pinbr | 6¢Z 10184 OUOI - H B|juow|eS JYNSSY o LSYIN lwe L8EOLN v9
co_a“mﬁ_ﬁwmw%mwcﬂcm s _rwomm.wm_ﬂm% . ww*chﬁmw__ﬂmw_ﬂw Dby | OVZ 01084 OUOW - H Bllouowies JuNSSY LSV | 1wz | 08cOlN | €9
S “mw,mw%mwcumcm . _Pmommnm__w“m% i wwhch_w_ww__www_ﬂ%%” vZ 10joB] OUOW - H BljoUOWIES FUNSSY olSYN | W2 |  680LN | 29
T “wnwmw%m“cumcmwm _rmo\_mmwmﬂ,“m% Sy U,Mch_ﬁww__ﬁww_rwww__m%m_ Z J0joe4 OUOW - H ElloUOWIES FUNSSY olSYIN | 1WZ |  860LN | 19
.co_ﬁ“ﬁ._ ﬁwww%%“cnmcm_ww _wwommhm__wﬂwm_ %w U_Mch_wmww__wuww_ﬂmm%m_ Z€Z 10}0B4 OUOW - H BlloUOW(eS JHNSSY ol SYIN Wz | v€0LN | 09
L ﬁwmw%%wccmcmww _rwo\_mmum__ww_w% 0 ww*chﬁw%mww_ﬂwnm__m%” §1Z 10j0B4 OUOW - H BlloUOWIES TUNSSY wlSYW | 1wz |  2/€0LN | 69

: ‘ adA ] 821Aa( [e21pay ay) Jo 8soding pajuapuy - aweN apeu/pueig VMMM uozﬂﬂwm _m_.._MM

diysiaupied ybnoay) suonnjos ga|




IVD solutions through partnership

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 EDMS code
| code classification
Various | MAST® ASSURE Shigella Antisera — for Self certification Annex 1501000000
(Y — ) serological identification and epidemiological typing 11l excluding section 6 (code registered - 24/03/2003)
and grouping of Shigella species.
GMDN code - 39452

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

Declaration made byQK\\T\%j\&‘{J\kr\x o rnsanens Date: 26" 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
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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

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



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

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
Page: 2 of 2

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

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



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

For and on behalf of BSI:

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
ohy Page: 1 of 2
et ..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

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



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

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
Page: 2 of 2

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

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



IVD solutions through partnership

mastassure

Bacterial Agglutinating Antisera
and Febrile Antigens

AST ASSURE"

POLY D4 (06,07

® High quality
performance

® Reliable identification
e Easy to read

¢ Extensive range available



WWW.mastgrp.com

mastassure

Order No Product Packsize
MAST ASSURE™ ANTISERA - STOCK LIST

All stock antisera are CE marked for IVD use

E.COLI O ANTISERA - MONOVALENT

M12014 Escherichia coli Factor 026 2ml
M12016 Escherichia coli Factor o111 2ml
M12017 Escherichia coli Factor 0119 2ml
M12018 Escherichia coli Factor O127a 2ml
M12030 Escherichia coli Factor 0157 2ml
E.COLI O ANTISERA - POLYVALENT

M14263 E.coli POLY 2 Factors 026, 055, 0111, 0119, O126 2ml
M14270 E.coli POLY 3 Factors 086, 0114, 0125, 0127, 0128 2mi
M14287 E.coli POLY 4 Factors 044, 0112, 0124, 0142 2mi
HAEMOPHILUS INFLUENZAE ANTISERA

M11303 H.influenzae Type b 2ml
SALMONELLA O ANTISERA - MONOVALENT

M10310 Salmonella O Factor 02 2mi
M10311 Salmonella O Factor 04 2ml
M10312 Salmonella O Factor o7 2ml
M10313 Salmonella O Factor 08 2ml
M10314 Salmonella O Factor 09 2ml
M10316 Salmonella O Factor 03,10 2ml
M10320 Salmonella O Factor 013 2mi
M10321 Salmonella O Factor 06,14 2ml
M10326 Salmonella O Factor Vi 2ml
SALMONELLA H ANTISERA - MONOVALENT

M10327 Salmonella H Factor a 2ml
M10328 Salmonella H Factor b 2ml
M10329 Salmonella H Factor c 2ml
M10330 Salmonella H Factor d 2ml
M10331 Salmonella H Factor e, h 2ml
M14335 Salmonella H Factor E 2ml
M10332 Salmonella H Factor G 2ml
M10333 Salmonella H Factor i 2ml
M10334 Salmonella H Factor k 2ml
M10336 Salmonella H Factor r 2ml
M10344 Salmonella H Factor 2 2ml
M10345 Salmonella H Factor 5 2ml
M10346 Salmonella H Factor 6 2ml
M10364 Salmonella H Factor f 2ml
M10365 Salmonella H Factor m 2mi
M10366 Salmonella H Factor p 2ml
M10367 Salmonella H Factor q 2ml
M10368 Salmonella H Factor s 2ml
M10369 Salmonella H Factor t 2ml




mastassure

Order No Product Packsize
MAST ASSURE™ ANTISERA - STOCK LIST

All stock antisera are CE marked for IVD use

SALMONELLA O ANTISERA - POLYVALENT

M10308 POLY O Factor 02, 04, 07, 08, 09, 09, 46, O3, 10 and 01,3,19 2ml
M10309 POLY O1 Factor O11, 013, 06, 14, 016, 018, 021 and O35 2mi
M14294 POLY O A-G 2ml
M14300 POLY O A-S 2ml
M92537 Omnivalent (Kauffmann-White group A-067) 2ml
SALMONELLA H ANTISERA - POLYVALENT

M14317 POLYVALENT PHASE 1&2 (a-z29) 2mi
M10339 POLYVALENT PHASE 2 (H-1) 2ml
M14324 RAPID DIAGNOSTIC 1 Factors b, d, E, r 2mi
M14331 RAPID DIAGNOSTIC 2 Factors b, E, k, | 2mi
M14348 RAPID DIAGNOSTIC 3 Factors d, E, G, k 2mi
SHIGELLA ANTISERA - MONOVALENT

M10116 Shigella dysenteriae Type 1 2ml
M10126 Shigella flexneri Type | 2ml
M10127 Shigella flexneri Type ll 2ml
M10130 Shigella flexneri Type V 2mi
M10131 Shigella flexneri Type VI 2ml
M10136 Shigella boydii Type 2 2ml
M10150 Shigella sonnei Phase | 2ml
M10151 Shigella sonnei Phase Il 2ml
SHIGELLA ANTISERA - POLYVALENT

M10109 S.dysenteriae POLY A Types 1,2,3,4,5,6,7 2ml
M10110 S.dysenteriae POLY A1 Types 8, 9, 10, 11, 12 2ml
M10111 S. flexneri POLY B Types I, I, I, IV, V, VI, Groups (3)4, 6, 7(8) 2ml
M10112 S.boydii POLY C Types 1,2,3,4,5,6,7 2ml
M10113 S.boydii POLY C1 Types 8, 9, 10, 11 2mi
M10114 S.boydii POLY C2 Types 12, 13, 14,15 2ml
M10154 S.boydii POLY C3 Types 16, 17, 18 2ml
M10115 S.sonnei POLY D Phase | &I 2ml
VIBRIO ANTISERA

M11002 Vibrio cholerae POLY (INABA, OGAWA) 2mi
M11003 Vibrio cholerae INABA 2ml
M11004 Vibrio cholerae OGAWA 2mi
M15001 Vibrio cholerae 0139 (Bengal) 2ml
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MAST ASSURE™ ANTISERA - SUPPLEMENTARY LIST
Lead time 8 weeks
BORDETELLA ANTISERA
M11501/NCE This antiserum agglutinates Phase | B.pertussis but does No CE Mark 2ml

not agglutinate Phase Il B.pertussis, B.parapertussis,

nor B.bronchiseptica.
CAMPYLOBACTER ANTISERA
M13001 Campylobacter Antisera Set 26 x 2ml

Reagents for the serotyping of Campylobacter by a passive

haemagglutination (PHA) method.

This set consists of:

2ml each of antisera (groups A, B, C,D,E,F, G, I, J,K, L, N, O, P,

R,S,U,V,Y, Z, 72,74, Z5, Z6 and Z7)

2ml x 1 vial of reference antiserum for red blood cells.
M13002 Campylobacter group A antiserum 2ml
M13003 Campylobacter group B antiserum 2mi
M13004 Campylobacter group C antiserum 2ml
M13005 Campylobacter group D antiserum 2ml
M13006 Campylobacter group E antiserum 2ml
M13007 Campylobacter group F antiserum 2ml
M13008 Campylobacter group G antiserum 2ml
M13009 Campylobacter group | antiserum 2mi
M13010 Campylobacter group J antiserum 2ml
M13011 Campylobacter group K antiserum 2ml
M13012 Campylobacter group L antiserum 2ml
M13013 Campylobacter group N antiserum 2ml
M13014 Campylobacter group O antiserum 2ml
M13015 Campylobacter group P antiserum 2ml
M13016 Campylobacter group R antiserum 2ml
M13017 Campylobacter group S antiserum 2ml
M13018 Campylobacter group U antiserum 2ml
M13019 Campylobacter group V antiserum 2ml
M13020 Campylobacter group Y antiserum 2mi
M13021 Campylobacter group Z antiserum 2ml
M13022 Campylobacter group Z2 antiserum 2ml
M13023 Campylobacter group Z4 antiserum 2ml
M13024 Campylobacter group Z5 antiserum 2ml
M13025 Campylobacter group Z6 antiserum 2ml
M13026 Campylobacter group Z7 antiserum 2mi
M13027 Reference antiserum 2ml
M42201 Reagent for preparing Sensitized Blood Cells 50 tests

Fixed Chick RBCs

Extraction Reagent-1 13ml x 1 vial

Extraction Reagent-2 13ml x 1 vial

Extraction Reagent-3 13ml x 1 vial

Buffer solution

50ml x 2 vials
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Lead time 8 weeks

CLOSTRIDIUM PERFRINGENS TYPE A ANTISERA
(HEAT RESISTANT C.WELCHII: HOBBS 1952)

M10601/NCE

M10604/NCE

Clostridium perfringens type A Antisera Set

This set consists of 4 Polyvalent and 17 Monovalent antisera.

Polyvalent

Polyvalent I: Type 1, 2, 3, 4 and 5
Polyvalent Il: Type 6, 7, 8 and 9
Polyvalent IlI: Type 10, 11, 1,2 and 13
Polyvalent IV: Type 14, 15, 16 and 17
Monovalent

Type 1~17

Clostridium perfringens Polyvalent
Polyvalent I: 1,2, 3,4 and 5

No CE Mark

No CE Mark

2ml x 21

2ml

E.COLI ANTISERA SETS

M12001

M12002

Escherichia coli Antisera Set 1

This set consists of 8 Polyvalents and 43 O (OK) sera.
Polyvalent Serum

Polyvalent 1: 01, 026, 086a, 0111, 0119, O127a and 0128
Polyvalent 2: 044, 055, 0125, 0126, 0146 & 0166
Polyvalent 3: 018, 0114, 0142, 0151, 0157 & 0158
Polyvalent 4: 06, 027, O78, 0148, 0159 and 0168
Polyvalent 5: 020, 025, 063, 0153 and O167
Polyvalent 6: 08, 015, 0115 and 0169

Polyvalent 7: 028ac,0112ac, 0124, 0136 and 0144
Polyvalent 8: 029, 0143, 0152, and O164
Monovalent Sera

All individual types constituting above polyvalent sera.

Escherichia coli Antisera Set 2

This set consists of 22 H-sera.

H-sera: 2, 4, 5,6,7,9, 10, 11,12, 16, 18, 19, 20, 21, 27,
28, 34, 40, 42,41, 45 and 51

2ml x 51

5ml x 22

E.COLI O ANTISERA POLYVALENT

M12005
M12006
M12007
M12008
M12009
M12010
M12011
M12012

E.coli POLY D1 (01, 026, O86a, 0111, 0119,0127a, 0128)
E.coli POLY D2 (044, 055, 0125, 0126, 0146,0166)
E.coli POLY D3 (018, 0114, 0142, 0151, 0157,0158)
E.coli POLY D4 (06, 027, O78, 0148, 0159, O168)
E.coli POLY D5 (020, 025, 063, 0153, 0167)

E.coli POLY D6 (08, 015, 0115, 0169)

E.coli POLY D7 (O28ac, O112ac, 0124, 0136,0144)

E.coli POLY D8 (029, 0143, 0152, 0O164)

2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml

WwWwW.mastgrp.com



WWW.mastgrp.com

mastassure

Order No Product Packsize
MAST ASSURE™ ANTISERA - SUPPLEMENTARY LIST

Lead time 8 weeks

E.COLI O ANTISERA MONOVALENT

M12013 E.coli O1 2mi
M12015 E.coli O86a 2ml
M12019 E.coli 0128 2ml
M12020 E.coli 044 2ml
M12021 E.coli 055 2mi
M12022 E.coli 0125 2mi
M12023 E.coli 0126 2mi
M12024 E.coli 0146 2ml
M12025 E.coli 0166 2ml
M12026 E.coli 018 2ml
M12027 E.coli 0114 2mi
M12028 E.coli 0142 2mi
M12029 E.coli 0151 2ml
M12031 E.coli 0158 2ml
M12032 E.coli O6 2ml
M12033 E.coli 027 2ml
M12034 E.coli O78 2mi
M12035 E.coli 0148 2mi
M12036 E.coli 0159 2ml
M12037 E.coli 0168 2ml
M12038 E.coli 020 2ml
M12039 E.coli 025 2ml
M12040 E.coli 063 2mi
M12041 E.coli 0153 2mi
M12042 E.coli 0167 2ml
M12043 E.coli O8 2ml
M12044 E.coli 015 2ml
M12045 E.coli 0115 2mi
M12046 E.coli 0169 2mi
M12047 E.coli O28ac 2mi
M12048 E.coli O112ac 2ml
M12049 E.coli 0124 2ml
M12050 E.coli 0136 2ml
M12051 E.coli 0144 2mi
M12052 E.coli 029 2mi
M12053 E.coli 0143 2ml
M12054 E.coli 0152 2ml
M12055 E.coli 0164 2ml
E.COLI H ANTISERA MONOVALENT

M12056 E.coli H-2 5ml
M12057 E.coli H-4 5ml
M12058 E.coli H-5 5ml
M12059 E.coli H-6 5ml
M12060 E.coli H-7 5mi
M12061 E.coli H-9 5mi
M12062 E.coli H-10 5ml
M12063 E.coli H-11 5ml
M12064 E.coli H-12 5ml
M12065 E.coli H-16 5mi
M12066 E.coli H-18 5mi
M12067 E.coli H-19 5mi
M12068 E.coli H-20 5ml
M12069 E.coli H-21 5ml
M12070 E.coli H-27 5ml
M12071 E.coli H-28 5mi
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MAST ASSURE™ ANTISERA - SUPPLEMENTARY LIST
Lead time 8 weeks
E.COLI H ANTISERA MONOVALENT (cont)
M12072 E.coli H-34 5ml
M12073 E.coli H-40 5mi
M12074 E.coli H-41 5mi
M12075 E.coli H-42 5ml
M12076 E.coli H-45 5ml
M12077 E.coli H-51 5ml
TOXIGENIC E.COLI PILI ANTISERA
M11601/NCE  Toxigenic Escherichia coli Pili Antisera Set No CE Mark 5mlx 3
This set consists of the following K88, K99 and 987P
M11602/NCE E.coli K88 No CE Mark 5mi
M11603/NCE  E.coli K99 No CE Mark 5ml
M11604/NCE  E.coli 987P No CE Mark 5ml
HAEMOPHILUS INFLUENZAE ANTISERA
M11301 Haemophilus influenzae Antisera Set 2ml x 6
This set consists of:
Type a, b, c,d, eand f
Haemophilus influenzae type listed below
M11302 H.influenzae Type a 2ml
M11304 H.influenzae Type ¢ 2ml
M11305 H.influenzae Type d 2mi
M11306 H.influenzae Type e 2ml
M11307 H.influenzae Type f No CE Mark 2mi
KLEBSIELLA CAPSULAR TYPING ANTISERA
M11201/NCE Klebsiella Capsular Typing Antisera Set No CE Mark 2ml x 6
This set consists of 6 typing sera.
Type 1~6
LEGIONELLA ANTISERA
M11701 Legionella O-Grouping Antisera Set 2ml x 10
This set consists of:
L.pneumophilia 1~6, L.bozemanii, L.dumoffi, L.gormanii and L.micdadei
Legionella O-Group listed below
M11702 L.pneumophilia Group 1 2mi
M11703 L.pneumophilia Group 2 2mi
M11704 L.pneumophilia Group 3 2ml
M11705 L.pneumophilia Group 4 2mi
M11706 L.pneumophilia Group 5 2mi
M11707 L.pneumophilia Group 6 2mi
M11708 L.bozemanii 2ml
M11709 L.dumoffi 2mi
M11710 L.gormanii 2ml
M11711 L.micdadei 2ml
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LISTERIA ANTISERA
M14362 Listeria Antisera Set

This set consists of 8 O antisera and 4 H antisera.

O antisera: O I/, O 1, O IV, O V/VI, O VI, O VII, O VIl and O IX 2ml x 8 vials

H antisera: H-A, H-AB, H-C and H-D 5ml x 4 vials
M14379 Listeria O I/Il antiserum 2ml
M14386 Listeria O | antiserum 2mi
M14393 Listeria O IV antiserum 2ml
M14409 Listeria O V/VI antiserum 2ml
M14416 Listeria O VI antiserum 2ml
M14423 Listeria O VII antiserum 2ml
M14430 Listeria O VIII antiserum 2mi
M14447 Listeria O IX antiserum 2mi
M14454 Listeria H-A antiserum 5ml
M14461 Listeria H-AB antiserum 5ml
M14478 Listeria H-C antiserum 5ml
M14485 Listeria H-D antiserum 5mi
PSEUDOMONAS ANTISERA
M10702/NCE Pseudomonas aeruginosa Antisera Set No CE Mark 2mlx 17

This set consists of 3 Polyvalent and 14 Monovalent antisera.

Polyvalent

Polyvalent I: A, C,H, land L

Polyvalent II: B, J, Kand M

Polyvalent lll: D, E, F, G and N

Monovalent

Type A,B,C,D,E,F G, H, I, J,K, L, Mand N

Pseudomonas aeruginosa Antisera type listed below
M10704/NCE Polyvalent I: A, C,H, land L No CE Mark 2ml
M10705/NCE Polyvalent II: B, J, Kand M No CE Mark 2ml
M10706/NCE Polyvalent lll: D, E, F, Gand N No CE Mark 2ml
M10707/NCE ~ Pseudomonas aeruginosa Group A No CE Mark 2ml
M10712/NCE Pseudomonas aeruginosa Group B No CE Mark 2ml
M10708/NCE Pseudomonas aeruginosa Group C No CE Mark 2ml
M10716/NCE Pseudomonas aeruginosa Group D No CE Mark 2ml
M10717/NCE Pseudomonas aeruginosa Group E No CE Mark 2ml
M10718/NCE  Pseudomonas aeruginosa Group F No CE Mark 2ml
M10719/NCE  Pseudomonas aeruginosa Group G No CE Mark 2ml
M10709/NCE Pseudomonas aeruginosa Group H No CE Mark 2ml

Pseudomonas aeruginosa Antisera type listed below
M10710/NCE Pseudomonas aeruginosa Group | No CE Mark 2ml
M10713/NCE ~ Pseudomonas aeruginosa Group J No CE Mark 2ml
M10714/NCE  Pseudomonas aeruginosa Group K No CE Mark 2ml
M10711/NCE Pseudomonas aeruginosa Group L No CE Mark 2ml
M10715/NCE Pseudomonas aeruginosa Group M No CE Mark 2ml
M10720/NCE Pseudomonas aeruginosa Group N No CE Mark 2ml
SALMONELLA O ANTISERA - MONOVALENT
M10315 Salmonella O Factor 09.46 2ml
M10318 Salmonella O Factor 01,3,19 2ml
M10319 Salmonella O Factor O11 2ml
M10322 Salmonella O Factor 016 2ml
M10323 Salmonella O Factor 018 2ml
M10324 Salmonella O Factor 021 2ml
M10325 Salmonella O Factor 035 2ml
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SALMONELLA H ANTISERA - MONOVALENT
M10335 Salmonella H Factor L 2ml
M10337 Salmonella H Factor y 2mi
M10338 Salmonella H Factor e,n 2ml
M10340 Salmonella H Factor \ 2ml
M10341 Salmonella H Factor w 2ml
M10342 Salmonella H Factor z13 2ml
M10343 Salmonella H Factor z28 2ml
M10347 Salmonella H Factor 7 2ml
M10348 Salmonella H Factor z6 2ml
M10370 Salmonella H Factor u 2ml
M10372 Salmonella H Factor z23 2ml
M10373 Salmonella H Factor z24 2ml
M10376 Salmonella H Factor X 2ml
M10377 Salmonella H Factor z15 2ml
M10374 Salmonella H Factor z32 2ml
M10378 Salmonella H Factor z 2ml
M10379 Salmonella H Factor z4 2ml
M10380 Salmonella H Factor z10 2ml
M10381 Salmonella H Factor z29 2ml
M91882/NCE Salmonella H Factor a.p No CE Mark 5mi
M10303 Salmonella Antisera Set 1 2ml x 18
This set consists of 17 O-grouping and Vi sera
Polyvalent O: 02, 04, 07, 08, 09, 09, 46, 03,10 & 01, 3, 19
Polyvalent O1: O11, 013, 06, 014, 016, 018, 021 and O35
Monovalent: 02, 04, O7, 08, 09, 09 ,46, 03, 10, 01, 3, 19,
011, 013, 06, 14, 016, 018, 21 and O35, Vi serum
M10304 Salmonella Antisera Set 2 5mlx 17
This set consists of 17 H antisera.
a,b,c,d, e h G, ik Lryen,l z z4,z10 and z29
M10386 Salmonella Antisera Set 3 5mil x 4
This set consists of four H-L Monovalent sera:- v, w, z13 and z28
M10387 Salmonella Antisera Set 4 5mlx 5
This set consists of five H-1 Monovalent sera 2, 5, 6, 7 and z6
M10388 Salmonella Antisera Set 5 5mix 7
This set consists of seven H-G Monovalent sera:- f, m, p, q, s, tand u
M10389 Salmonella Antisera Set 6 5mlx 5
This set consists of three H-z4 and two H-e,n.
Monovalent sera. z23, z24, z32, x and z15
M10390 Salmonella Antisera Set 7
This set consists of the following.
O-grouping sera: O2 and 09 2mlx 2
H-sera: aand d 5mil x 2
Vi serum 2ml x 1
SHIGELLA ANTISERA - MONOVALENT
M10117 Shigella dysenteriae Type 2 2mi
M10118 Shigella dysenteriae Type 3 2ml
M10119 Shigella dysenteriae Type 4 2mi
M10120 Shigella dysenteriae Type 5 2ml
M10121 Shigella dysenteriae Type 6 2ml
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SHIGELLA ANTISERA - MONOVALENT (cont)
M10122 Shigella dysenteriae Type 7 2ml
M10123 Shigella dysenteriae Type 8 2ml
M10124 Shigella dysenteriae Type 9 2ml
M10125 Shigella dysenteriae Type 10 2ml
M10152 Shigella dysenteriae Type 11 2ml
M10153 Shigella dysenteriae Type 12 2ml
M10128 Shigella flexneri Type lll 2ml
M10129 Shigella flexneri Type IV 2ml
M10132 Shigella flexneri Group (3)4 2ml
M10133 Shigella flexneri Group 6 2ml
M10134 Shigella flexneri Group 7 (8) 2ml
M10135 Shigella boydii Type 1 2mi
M10137 Shigella boydii Type 3 2ml
M10138 Shigella boydii Type 4 2ml
M10139 Shigella boydii Type 5 2ml
M10140 Shigella boydii Type 6 2ml
M10141 Shigella boydii Type 7 2ml
M10142 Shigella boydii Type 8 2ml
M10143 Shigella boydii Type 9 2ml
M10144 Shigella boydii Type 10 2ml
M10145 Shigella boydii Type 11 2ml
M10146 Shigella boydii Type 12 2ml
M10147 Shigella boydii Type 13 2ml
M10148 Shigella boydii Type 14 2ml
M10149 Shigella boydii Type 15 2ml
M10155 Shigella boydii Type 16 2ml
M10156 Shigella boydii Type 17 2ml
M10157 Shigella boydii Type 18 2ml
M10104 Shigella Antisera Set 1 2ml x 49

This set consists of 8 Polyvalent and 41 Monovalents.

Polyvalent serum

Polyvalent A: S.dysenteriae Type 1,2, 3,4,5,6 &7

Polyvalent A1: S.dysenteriae Type 8, 9, 10, 11 & 12

Polyvalent B; S.flexneri Type I, Il, Ill, IV, V, VI & Group (3) 4, 6 and 7 (8)

Polyvalent C: S.boydii Type 1,2, 3,4,5,6 and 7

Polyvalent C1: S.boydii Type 8, 9, 10 and 11

Polyvalent C2: S.boydii Type 12, 13, 14 and 15

Polyvalent C3: S.boydii Type 16, 17 and 18

Polyvalent D: S.sonnei Phase | and Phase |l

Monovalent serum

All individual types and groups constituting above polyvalent sera.
M10105 Shigella Antisera Set 2 2ml x 19

This set consists of 8 Polyvalents and 11 Monovalents.
Polyvalent serum

Polyvalent A: S.dysenteriae Type 1,2, 3,4,5,6 &7
Polyvalent A1: S.dysenteriae Type 8, 9, 10, 11 & 12
Polyvalent B; S.flexneri Type |, II, lll, IV, V, VI and Group (3) 4, 6 and 7 (8)
Polyvalent C: S.boydii Type 1, 2, 3,4,5,6 and 7

Polyvalent C1: S.boydii Type 8, 9, 10 and 11

Polyvalent C2: S.boydii Type 12, 13, 14 and 15

Polyvalent C3: S.boydii Type 16, 17 and 18

Polyvalent D: S.sonnei Phase | and Phase

Monovalent serum

S.flexneri: type 1, 11, 1ll, IV, V, VI and Group: (3) 4, 6 and 7 (8).
S.sonnei: Phase | and Phase Il.

10
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SHIGELLA ANTISERA SETS (cont)
M10106 Shigella Antisera Set 3 2mlx 8

Polyvalent A: S.dysenteriae Type 1, 2,3, 4, 5,6, &7

Polyvalent A1: S. dysenteriae Type 8, 9, 10, 11 & 12

Polyvalent B; S.flexneri Type |, I, lll, 1V, V, VI and Group (3) 4, 6 and 7 (8)

Polyvalent C: S.boydii Type 1,2, 3,4,5,6 and 7

Polyvalent C1: S.boydii Type 8, 9, 10 and 11

Polyvalent C2: S.boydii Type 12, 13, 14 and 15

Polyvalent C3: S.boydii Type 16, 17 and 18

Polyvalent D: S.sonnei Phase | and Phase I
STAPHYLOCOCCUS ANTISERA
M10801 Staphylococcal Coagulase Typing Sera Set 5mlx 8

This set consists of 8 typing sera.

Types: I, 11, 11I, IV, V, VI, VII, and VIII

Staphylococcal coagulase type listed below
M10802 Staphylococcal coagulase type | 5mi
M10803 Staphylococcal coagulase type Il 5mi
M10804 Staphylococcal coagulase type llI 5mi
M10805 Staphylococcal coagulase type IV 5mi
M10806 Staphylococcal coagulase type V 5ml
M10807 Staphylococcal coagulase type VI 5ml
M10808 Staphylococcal coagulase type VIl 5mi
M10809 Staphylococcal coagulase type VI 5mi
HAEMOLYTIC STREPTOCOCCUS GROUP-A T-TYPING

Haemolytic Streptococcus Group-A T-Typing

Sera type listed below
M10516/NCE Group A Streptococcus T-2 No CE Mark 2ml
M10570 Haemolytic Streptococcus Group-B Typing Sera Set 2ml x 6

This set consists of Antisera types: la, Ib, II, lll, IV and V

Haemolytic Streptococcus Group-B Typing

Sera type listed below
M10540 Group B Streptococcus la 2ml
M10541 Group B Streptococcus Ib 2ml
M10542 Group B Streptococcus |l 2ml
M10543 Group B Streptococcus llI 2ml
M10544 Group B Streptococcus IV 2ml
M10545 Group B Streptococcus V 2ml
M93350 Group B Streptococcus VI 2ml
M93374 Group B Streptococcus Vi 2ml
M93367 Group B Streptococcus VI 2ml
M20209 Auxiliary reagents for Haemolytic Streptococcus typing

Swine pancreas extract 5mlx 4

pH correction solution 5mlx 2

Phenol Red solution 5ml x 1

17
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STREPTOCOCCUS PNEUMONIAE ANTISERA

MO00747 Streptococcus pneumoniae Antisera typing set

This kit consists of 8 polyvalent and 39 monovalent antisera
Streptococcus pneumoniae POLYVALENT typing Antisera

M15253 Streptococcus pneumoniae Polyvalent 1 antiserum: contains 1,2,3,4 and 5
M15260 2 antiserum: contains 6,8,9 and 10

M15277 3 antiserum: contains 11,12,14,15 and 16

M15284 4 antiserum: contains 17,18,21 and 22

M15291 5 antiserum: contains 20,29,31,33,34,35 and 47

M15307 6 antiserum: contains 23,25,28,41 and 46

M15314 7 antiserum: contains 27,32,36,38 and 39

M15321 8 antiserum: contains 7,19,24 and 40

M15338 Streptococcus pneumoniae type 1 antiserum
M15345 Streptococcus pneumoniae type 2 antiserum
M15352 Streptococcus pneumoniae type 3 antiserum
M15369 Streptococcus pneumoniae type 4 antiserum
M15376 Streptococcus pneumoniae type 5 antiserum
M15383 Streptococcus pneumoniae type 6 antiserum
M15390 Streptococcus pneumoniae type 7 antiserum
M15406 Streptococcus pneumoniae type 8 antiserum
M15413 Streptococcus pneumoniae type 9 antiserum
M15420 Streptococcus pneumoniae type 10 antiserum
M15437 Streptococcus pneumoniae type 11 antiserum
M15444 Streptococcus pneumoniae type 12 antiserum
M15451 Streptococcus pneumoniae type 14 antiserum
M15468 Streptococcus pneumoniae type 15 antiserum
M15475 Streptococcus pneumoniae type 16 antiserum
M15482 Streptococcus pneumoniae type 17 antiserum
M15499 Streptococcus pneumoniae type 18 antiserum
M15505 Streptococcus pneumoniae type 19 antiserum
M15512 Streptococcus pneumoniae type 20 antiserum
M15529 Streptococcus pneumoniae type 21 antiserum
M15536 Streptococcus pneumoniae type 22 antiserum
M15543 Streptococcus pneumoniae type 23 antiserum
M15550 Streptococcus pneumoniae type 24 antiserum
M15567 Streptococcus pneumoniae type 25 antiserum
M15574 Streptococcus pneumoniae type 26 antiserum
M15581 Streptococcus pneumoniae type 28 antiserum
M15598 Streptococcus pneumoniae type 29 antiserum
M15604 Streptococcus pneumoniae type 31 antiserum
M15611 Streptococcus pneumoniae type 32 antiserum
M15628 Streptococcus pneumoniae type 33 antiserum
M15635 Streptococcus pneumoniae type 34 antiserum
M15642 Streptococcus pneumoniae type 35 antiserum
M15659 Streptococcus pneumoniae type 36 antiserum
M15666 Streptococcus pneumoniae type 38 antiserum
M15673 Streptococcus pneumoniae type 39 antiserum
M15680 Streptococcus pneumoniae type 40 antiserum
M15697 Streptococcus pneumoniae type 41 antiserum
M15703 Streptococcus pneumoniae type 46 antiserum
M15710 Streptococcus pneumoniae type 47 antiserum

2ml x 47

2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml

2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
2ml
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VIBRIO PARAHAEMOLYTICUS ANTISERA
M10495/NCE Vibrio parahaemolyticus K-typing Antisera Set No CE Mark 2ml x 74
This set consists of 9 Polyvalent and 65
Monovalent K-Antisera.
Polyvalent Antisera
Polyvalent KI:1, 3, 4, 5,6, 7 and 8
Polyvalent KII: 9, 10, 11, 12,13, 15 and 17
Polyvalent KIlIl: 18, 19, 20, 21, 22, 23 and 24
Polyvalent KIV: 25, 26, 28, 29, 30, 31 and 32
Polyvalent KV: 33, 34, 36, 37, 38, 39 and 40
Polyvalent KVI: 41, 42, 43, 44, 45, 46 and 47
Polyvalent KVII: 48, 49, 50, 51, 52, 53 and 54
Polyvalent KVIII: 55, 56, 57, 58, 59, 60 and 61
Polyvalent KIX: 63, 64, 65, 66, 67, 68 and 69
Monovalent
K1~K71 except K2, K14, K16, K27, K35 and K62
M10402/NCE Vibrio parahaemolyticus O-grouping Antisera Set No CE Mark 2ml x 11
This set consists of 11 O-grouping sera.
1,2,3,4,5,6,7,8,9,10and 11
Vibrio parahaemolyticus Antisera type listed below
M10405/NCE V.parahaemolyticus Polyvalent Kl contains types 1, 3, 4,5, 6,7, &8 No CE Mark 2ml
M10406/NCE V.parahaemolyticus Polyvalent Kll contains types 9, No CE Mark 2ml
10, 11, 12,13, 15and 17
M10407/NCE V.parahaemolyticus Polyvalent KIll contains types 18, No CE Mark 2ml
19, 20, 21, 22, 23 and 24
M10408/NCE V.parahaemolyticus Polyvalent KIV contains types 25, No CE Mark 2ml
26, 28, 29, 30, 31 and 32
M10409/NCE V.parahaemolyticus Polyvalent KV contains types 33, No CE Mark 2ml
34, 36, 37, 38, 39 and 40
M10410/NCE V.parahaemolyticus Polyvalent KVI contains types 41, No CE Mark 2ml
42, 43, 44, 45, 46, and 47
M10411/NCE V.parahaemolyticus Polyvalent KVII contains types 48, No CE Mark 2ml
49, 50, 51, 52, 53 and 54
M10412/NCE V.parahaemolyticus Polyvalent KVIII contains types 55, 56, 57, No CE Mark 2ml
58, 59, 60 and 61
M10482/NCE V.parahaemolyticus Polyvalent KIX contains types 63, 64, 65, No CE Mark 2ml
66, 67, 68 and 69
M10413/NCE V.parahaemolyticus K1 No CE Mark 2ml
M10414/NCE V.parahaemolyticus K3 No CE Mark 2ml
M10415/NCE V.parahaemolyticus K4 No CE Mark 2mi
M10416/NCE V.parahaemolyticus K5 No CE Mark 2ml
M10417/NCE V.parahaemolyticus K6 No CE Mark 2ml
M10418/NCE V.parahaemolyticus K7 No CE Mark 2ml
M10419/NCE V.parahaemolyticus K8 No CE Mark 2ml
M10420/NCE V.parahaemolyticus K9 No CE Mark 2ml
M10421/NCE V.parahaemolyticus K10 No CE Mark 2mi
M10422/NCE V.parahaemolyticus K11 No CE Mark 2ml
M10423/NCE V.parahaemolyticus K12 No CE Mark 2mi
M10424/NCE V.parahaemolyticus K13 No CE Mark 2mi
M10425/NCE V.parahaemolyticus K15 No CE Mark 2ml
M10426/NCE V.parahaemolyticus K17 No CE Mark 2ml
M10427/NCE V.parahaemolyticus K18 No CE Mark 2ml
M10428/NCE V.parahaemolyticus K19 No CE Mark 2ml
M10429/NCE V.parahaemolyticus K20 No CE Mark 2ml
M10430/NCE V.parahaemolyticus K21 No CE Mark 2ml
M10431/NCE V.parahaemolyticus K22 No CE Mark 2ml
M10432/NCE V.parahaemolyticus K23 No CE Mark 2ml
M10433/NCE V.parahaemolyticus K24 No CE Mark 2ml
M10434/NCE V.parahaemolyticus K25 No CE Mark 2ml
M10435/NCE V.parahaemolyticus K26 No CE Mark 2ml
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mastassure

Order No Product Packsize
MAST ASSURE™ ANTISERA - SUPPLEMENTARY LIST

Lead time 8 weeks

VIBRIO PARAHAEMOLYTICUS ANTISERA (cont)

M10436/NCE V.parahaemolyticus K28 No CE Mark 2ml
M10437/NCE V.parahaemolyticus K29 No CE Mark 2ml
M10438/NCE V.parahaemolyticus K30 No CE Mark 2ml
M10439/NCE V.parahaemolyticus K31 No CE Mark 2ml
M10440/NCE V.parahaemolyticus K32 No CE Mark 2ml
M10442/NCE V.parahaemolyticus K34 No CE Mark 2ml
M10445/NCE V.parahaemolyticus K38 No CE Mark 2ml
M10448/NCE V.parahaemolyticus K41 No CE Mark 2ml
M10449/NCE V.parahaemolyticus K42 No CE Mark 2ml
M10450/NCE V.parahaemolyticus K43 No CE Mark 2ml
M10451/NCE V.parahaemolyticus K44 No CE Mark 2ml
M10452/NCE V.parahaemolyticus K45 No CE Mark 2ml
M10453/NCE V.parahaemolyticus K46 No CE Mark 2ml
M10454/NCE V.parahaemolyticus K47 No CE Mark 2ml
M10455/NCE V.parahaemolyticus K48 No CE Mark 2ml
M10456/NCE V.parahaemolyticus K49 No CE Mark 2ml
M10457/NCE V.parahaemolyticus K50 No CE Mark 2ml
M10458/NCE V.parahaemolyticus K51 No CE Mark 2ml
M10459/NCE V.parahaemolyticus K52 No CE Mark 2ml
M10460/NCE V.parahaemolyticus K53 No CE Mark 2ml
M10461/NCE V.parahaemolyticus K54 No CE Mark 2ml
M10462/NCE V.parahaemolyticus K55 No CE Mark 2ml
M10463/NCE V.parahaemolyticus K56 No CE Mark 2ml
M10464/NCE V.parahaemolyticus K57 No CE Mark 2ml
M10465/NCE V.parahaemolyticus K58 No CE Mark 2ml
M10466/NCE V.parahaemolyticus K59 No CE Mark 2ml
M10467/NCE V.parahaemolyticus K60 No CE Mark 2ml
M10479/NCE V.parahaemolyticus K61 No CE Mark 2ml
M10480/NCE V.parahaemolyticus K63 No CE Mark 2ml
M10488/NCE V.parahaemolyticus K66 No CE Mark 2ml
M10489/NCE V.parahaemolyticus K67 No CE Mark 2ml
M10490/NCE V.parahaemolyticus K68 No CE Mark 2ml
M10496/NCE V.parahaemolyticus K71 No CE Mark 2ml
M10468/NCE V.parahaemolyticus O1 No CE Mark 2ml
M10469/NCE V.parahaemolyticus 02 No CE Mark 2ml
M10470/NCE V.parahaemolyticus O3 No CE Mark 2ml
M10471/NCE V.parahaemolyticus O4 No CE Mark 2ml
M10472/NCE V.parahaemolyticus O5 No CE Mark 2ml




mastassure

Order No Product Packsize
MAST ASSURE™ ANTISERA - SUPPLEMENTARY LIST
Lead time 8 weeks
VIBRIO CHOLERAE ANTISERA
M11001 Vibrio cholerae Antisera Set 2mlx 3

This set consists of:

Polyvalent antiserum: Serovar Inaba and Ogawa

Monovalent antisera: Serovar Inaba,Serovar Ogawa.
YERSINIA ENTEROCOLITICA O-GROUPING ANTISERA
M11101 Yersinia enterocolitica O-Grouping Antisera Set 2ml x5

This set consists of 1 Polyvalent and 4 Monovalent O sera.

Polyvalent: Group O1, O2 Mixture

Monovalent: 03, 05, 08 and 09

Yersinia enterocolitica type listed below
M11102 Polyvalent: Group O1, O2 Mixture 2ml
M11103 Group O3 2ml
M11104 Group O5 2ml
M11105 Group 09 2ml
M11106 Group 08 2ml
M11801/NCE Yersinia pseudotuberculosis Grouping Antisera Set No CE Mark 2ml x 6

This set consists of:

Group 1~6

Yersinia pseudotuberculosis Group listed below
M11802/NCE Y.pseudotuberculosis Group 1 No CE Mark 2ml
M11803/NCE Y.pseudotuberculosis Group 2 No CE Mark 2ml
M11804/NCE Y.pseudotuberculosis Group 3 No CE Mark 2ml
M11805/NCE Y.pseudotuberculosis Group 4 No CE Mark 2ml
MAST ASSURE™ FEBRILE STAINED ANTIGENS
Available to special order
Contact Mast Customer Service for more information on lead times and minimum order quantities
P0O0018 Brucella abortus 5mi
P00020 Brucella melitensis 5mi
P00022 Proteus OX2 5ml
P00024 Proteus OX19 5ml
P00026 Proteus OXK 5mi
P00002 Salmonella typhi H 5mi
P0O0004 Salmonella H paratyphi A 5ml
P0O0006 Salmonella H Paratyphi B 5mi
P0O0008 Salmonella H Paratyphi C 5mi
P0O0010 Salmonella typhi O 5mi
P0O0011 Salmonella typhi Vi (unstained) 5mi
P0O0012 Salmonella O paratyphi A 5mi
P0O0014 Salmonella O paratyphi B 5mi
P0O0016 Salmonella O paratyphi C 5mi
P00032 Negative Febrile Control Tmi
P0O0030 Positive Polyvalent Febrile Control 1mi
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United Kingdom
Mast Group Ltd.
Mast House

Derby Road, Bootle
Merseyside L20 1EA

Tel: + 44 (0) 151 933 7277
Fax: + 44 (0) 151 944 1332
e-mail: sales@mastgrp.com

Germany

Mast Diagnostica GmbH
Feldstrasse 20
DE-23858 Reinfeld

Tel: + 49 (0) 4533 2007 O
Fax: + 49 (0) 4533 2007 68
e-mail: mast@mast-diagnostica.de

www.mastgrp.com

France

Mast Diagnostic

115 Rue Jules Barni
CS91106

80011 Amiens CEDEX 1

Tél: + 33 (0) 322 80 80 67
Fax: + 33 (0) 322 80 99 22
e-mail: info@mast-diagnostic.fr



STATEMENT

We, TCS Biosciences Ltd., having a registered office at Botolph Claydon,
Buckingham, MK 18 2LR, England assign Sanmedico SRL having a registered
office at str. A. Corobceanu 7A, apt. 9, Chiginau MD-2012, Moldova, as
Authorized Representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register, notify,

renew or modify the registration of medical devices on the territory of the Republic
of Moldova.

Date: 2 W 2018

Signature: % . Aaron
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SELF DECLARATION OF CONFORMITY

We declare under our sole responsibility in accordance with MHRA account number 0000009546 that the following CE marked

products:
GMDN Term GMDN Code TCS product code and description
General microbial isolate identification control VD 63319 Selectrol — All MM codes

conform to the relevant provisions of the In-vitro Diagnostic Medical Devices Directive 98/79/EC and The Medical Devices
Regulations 2002 (S| 2002 No.618) and The Medical Devices (Amendment) Regulations 2003 (S| 2003 No.1697) for in-vitro

diagnostic medical devices.

This declaration is made on the basis of meeting the requirements of Annexes | and 1l of the In-Vitro Diagnostic Medical Devices

Directive 98/79/EC and continued maintenance of an approved Quality Management System meeting the requirements of 1SO 9001

as certified by BSi, certificate number FS 28907.

Signed by:___%uwe  Btn~ Date:
Name: Sue Brown
Position:

Quality Ar?urance & Regulatory Affairs Manager

Signed by: ( ' Date:

Lynda Prgston
anaging Director

Name:
Position:

Manufacturer

TCS Biosciences Ltd
Botolph Claydon
Buckingham MK18 2LR
UK

Iss 3/28.09.2020

September 2020

September 2020

EC Authorised Representative
TCS Biosciences Europe B.V.

Provincialeweg 6
9864 PD Kornhorn
The Netherlands
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By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

FS 28907

TCS Biosciences Limited
Botolph Claydon
Buckingham

MK18 2LR

United Kingdom

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

following scope:

The procurement, manufacture, design, development and sale of a range of
diagnostic products for clinical, pharmaceutical, food and environmental laboratory

testing.

For and on behalf of BSI:

Original Registration Date: 1994-08-11

Latest Revision Date: 2022-01-14

UKAS

MANAGEMENT
SYSTEMS

1o}

0003

Matt Page, Managing Director Assurance - UK & Ireland

Effective Date: 2022-01-27
Expiry Date: 2025-01-26

Page: 1 of 1

..making excellence a habit’

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

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FS+28907&ReIssueDate=14%2f01%2f2022&Template=uk

o bsi
bsi.
Certificate of Registration

ENVIRONMENTAL MANAGEMENT SYSTEM - ISO 14001:2015

By Royal Charter

This is to certify that: TCS Biosciences Ltd
Botolph Claydon
Buckingham
MK18 2LR
United Kingdom

Holds Certificate Number: EMS 590359

and operates an Environmental Management System which complies with the requirements of ISO 14001:2015 for
the following scope:

The procurement, manufacture, design, development and sale of a range of

diagnostic products for clinical, pharmaceutical, food and environmental laboratory
testing.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 2013-06-10 Effective Date: 2022-01-27
Latest Revision Date: 2022-01-14 Expiry Date: 2025-01-26
& Page: 1 of 1
A ..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

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=EMS+590359&ReIssueDate=14%2f01%2f2022&Template=uk

SELECTROL

Discurile cu tulpini de referinta Selectrol® sunt destinate utilizarii in laboratoarele de microbiologie
in scop de control a metodelor de testare. Fiind derivati de prima generatie trasabili la tulpinile de
tip national renumite, discurile Selectrol sunt bine primite in laboratoare acreditate pentru productia
culturilor de lucru.

Discurile Selectrol sunt un produs microbial congelat fabricat exclusiv din culturi ale NCTC
(Colectia Nationald a Tipurilor de Culturi) si NCPF (Colectia Nationald a Fungilor Patogeni).
Viabilitatea microorganismelor este stabilizata prin incorporarea carbunelui activat 1n disc si a silica
gelului din flacon.

PRECAUTIUNI SI PASTRARE

e Discurile Selectrol contin microorganisme patogene si trebuie folosite doar in laboratoarele
special echipate pentru manipularea acestora de catre microbiologi calificati.

e Pastrati la temperatura indicata pe flacon. Pierdere de viabilitate poate aparea la pastrarea
necorespunzatoare pe timp indelungat (temperaturi mai mari decat cea indicata pe flacon).

e Lasati flaconul sd ajungd la temperatura camerei si inchideti flaconul imediat dupa
indepartarea duscului/discurilor. Umiditatea din aer ar putea duce la reducerea numarului de
microorganisme de pe disc.

e Nu folositi produsul dupa expirarea termenului de valabilitate sau daca culoarea silica gelului
din flacon isi schimba culoarea. Acestia sunt indicatori ai pierderii viabilitatii si modificarilor
in antibiotice si reactii chimice.

Indepartarea unui disc din flacon: aceasta se efectueaza usor cu forceps steril sau ansa sterila de
10 pl.

Utilizarea cu medii solide: Plasati discul pe mediul solid corespunzator.Lasati discul sa se inmoaie
timp de 10-15 minute. Placa poate fi plasata in incubator pentru a grabi procesul. Apoi imprastiati
discul pe suprafata mediului si incubati la conditiile optime/corespunzatoare.

Utilizarea cu medii lichide: Plasati discul in 1-10ml de bulion corespunzator. Amestecati usor
bulionul pentru a dilua discul, evitand formarea aerosolilor. Incubati la conditiile
optime/corespunzatoare. Pentru uz rapid, folositi metode alternative precum dizolvarea discului si
incubarea bulionului la 35-37°C timp de o ora apoi sa-1 folositi imediat. Puteti face careva experiente
proprii pentru a descoperi metoda de dilutie corespunzatoare Dvs.

Limitari: Sub-cultura repetata poate cauza modificare a caracteristicilor tulpinii. Este recomandata
folosirea discurilor prospete pentru fiecare set de testari.

In laboratoarele de acreditare, discurilor pot fi folosite doar pentru producerea stocurilor de lucru.
Sub-cultura de apoi va invalida uzul lor.

RUPERE, SCURGERI SI ELIMINARE

1. Toate discurile expuse, pachetele contaminate si sticlele stricate trebuie plasate intr-un
container corespunzator si incinerate sau autoclavate la 121°C timp de 30 minute.

2. Flacoanele intregi pot fi Indepartate cu forceps, spalate cu solutie bactericida corespunzatoare,
uscate si utilizate ulterior.

3. Toate suprafetele contaminate trebuie dezinfectate cu solutie bactericida corespunzatoare.
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Selectrol® : Manufactured under licence from Public Health England Culture Collections

SELECTROL® - FREEZE-DRIED ORGANISMS IN A DISC

Quality control of microbial characterisation tests, culture media and antimicrobial susceptibility determinations
is best accomplished by the use of microorganisms with well-documented and stable phenotypic and genotypic
characteristics.

Bacterial and fungal strains have been selected and recommended by expert bodies, such as EUCAST, CLSI and the
European Pharmacopoeia, on the basis of their suitability for monitoring test performance and ensuring the validity of
results for testing used in clinical, food, pharmaceutical, water and veterinary laboratories.

Products derived from the cultures in the collections should be manufactured using the minimum number of sub-cultures,
to minimise the possibility of alterations to the phenotype due to mutations. See also page 14.

Selectrol strains are manufactured exclusively from Public Health England Culture Collections (NCTC® and NCPF®) and
are first generation subcultures, unlike many products on the market which are 2™, 3" or 4" generation subcultures. They
are preserved by long-term storage as freeze-dried cells in order to minimise any alterations to the phenotype caused by
mutations.

Passages

A Selectrol®disc is a first generation subculture from a master culture sourced from Public Health England Culture
Collections, and is designed to be used to obtain working stock cultures for use in testing. It is generally accepted that
no more than a total of five passages should be made from the master culture, in order to avoid genetic drift and mutant
selection. Therefore, no more than four passages (fresh cultures) from the working stock should be made.

Shelf life

For most strains, Selectrol® discs are guaranteed to contain at least 10° organisms at the time of purchase; this number
is sufficient to ensure that when the discs are used and stored as directed there will be viable organisms cultivable up to
the stated end of the shelf life, which is usually 9 months from the time the vial is first opened.

Quality Control

Selectrol® batches are tested in our UKAS accredited testing laboratory number 2496. A test report for each batch of
Selectrol® can be accessed via our website. The reporting of Selectrol® test results via the website comes under our
UKAS accreditation.

Selectrol® cultures are rigorously tested to confirm identity, to confirm the possession of essential phenotypic
characteristics and to exclude contamination with other organisms. Photographic evidence of the test results is retained
for each batch, along with retained appropriately stored samples.

Issue 4 02/2017



Glossary

AMRHAI: Antimicrobial Resistance and Healthcare Associated Infections reference unit

ATCC®: American Type Culture Collection. ATCC® strains are listed for reference only. ATCC® is a registered trademark of the
American Type Culture Collection.

BSAC: British Society for Antimicrobial Chemotherapy - Now superseded by EUCAST

CLSI: Clinical Laboratory Standards Institute. (USA)

CPE: Carbapenemase Producing Enterobacteriaceae

CRE: Carbapenem Resistant Enterobacteriaceae

Culture collection: Cultures of fully characterised organisms maintained in such a way as to minimise sub-culturing. See page 14.
ESBL: Extended Spectrum Beta-Lactamase-producing organism.

EUCAST: European Committee on Antimicrobial Susceptibility Testing.

First generation derivative: A single passage from a master culture, for example a Selectrol® disc.

Master culture: Culture derived from a reference culture vial.

NCPF®: National Collection of Pathogenic Fungi. NCPF® is a registered trademark of Public Health England.
NCTC®: National Collection of Type Cultures. NCTC® is a registered trademark of Public Health England.
Passage: An equivalent term for a subculture.

PHE: Public Health England.

Reference cultures: Quality control strains selected on the basis of their phenotypic biochemical and antimicrobial susceptibility
characteristics to be used as controls in microbiological testing. These are obtained as freeze-dried vials from culture collections.

Stock culture: Cultures derived from a Selectrol® disc, which can be stored for up to a week, usually on agar slants.
Working cultures: Stock cultures further sub-cultured to provide 18-24 hour growth for use in testing.
WDCM: World Data Centre for Microorganisms

WFCC: World Federation for Culture Collections
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SIGNIFICANT PROPERTIES AND USES OF SELECTROL® ORGANISMS
Aspergillus brasiliensis (formerly Aspergillus niger):

MM94 — NCPF® 2275 / ATCC® 16404 / WDCM 00053 — used in pharmaceutical industry for testing media and preservatives.
Colonies are initially white or yellowish and on the reverse greyish or greenish-yellow. Sporing heads on the colony surface are
initially pale, becoming dark brown to black. Sporulation may be inhibited in sealed plates.

Bacillus cereus:

MM21 — NCTC® 10320/ ATCC® 9634 / WDCM 00001 (recently renamed Bacillus toyonensis) — ISO 11133 recommended me-
dia and ID test control organism.

MM86 — NCTC® 7464 / ATCC® 10876 — PHE recommended media and ID test control organism.
Bacillus subtilis (Bacillus subtilis subsp. spizizenii):

MM29 — NCTC® 10400/ ATCC® 6633 / WDCM 00003 — used in antibiotic assays (fully sensitive), PHE recommended media
and ID test control organism. :

Bacteroides fragilis:

MM44 — NCTC® 9343 / ATCC® 25285 — type strain, PHE recommended strain for media and sensitivity test control.

Campylobacter jejuni (Campylobacter jejuni subsp. jejuni):
MM82 — NCTC® 11322 / ATCC®29428 / WDCM 00156 — PHE recommended strain for media control.
MM36 — NCTC® 11351 / ATCC®33560 — EUCAST recommended strain for susceptibility testing.

Candida albicans:
MM28 — NCPF® 3255 / ATCC®2091 / WDCM 00055 — sensitivity control / industrial use.

MM42 — NCPF® 3179 / ATCC® 10231 / WDCM 00054 — pharmaceutical / media testing / PHE recommended strain for media
control.

CRE = ‘Carbapenem Resistant Enterobacteriaceae’ / CPE = ‘Carbapenemase Producing Enterobacteriaceae’

There are 5 carbapenemases which are currently a significant problem in the UK — KPC, OXA-48, IMP, NDM and VIM — and
PHE recommend that all clinically-significant Gram-negative bacteria should be routinely screened for carbapenemase
production, using a recommended carbapenem? such as ertapenem or meropenem. Resistant isolates may be investigated
further to determine which resistance mechanism is involved using the Modified Hodge Test, MALDI-TOF, PCR or a reference
laboratory.

MM55 Klebsiella pneumoniae — NCTC® 13440 — produces a Class B VIM-1 Carbapenemase.

MM56 Klebsiella pneumoniae — NCTC® 13443 — produces a Class B NDM-1 Carbapenemase.

MM58 Klebsiella pneumoniae — NCTC® 13438 — produces a Class A KPC-3 Carbapenemase.

MM59 Kilebsiella pneumoniae — NCTC® 13442 — produces a Class D OXA-48 Carbapenemase.

MM57 Escherichia coli— NCTC® 13476 — produces a Class B IMP Carbapenemase.

MM33 Escherichia coli— NCTC® 10418 / ATCC® 10536 — recommended by PHE as a negative control for CRE testing.

3



Citrobacter freundii:

MM27 — NCTC® 9750 / ATCC® 8090 — type strain.

Clostridium perfringens:

MM45 — NCTC® 8237 / ATCC® 13124 / WDCM 00007 — type strain. PHE recommended strain for food testing (Tryptose Sulphite
Cycloserine agar — lactose and gelatin positive) and sensitivity test control. Clostridium perfringens is listed in Schedule 5 of the Anti-
terrorism, Crime and Security Act 2001, and should be securely stored in accordance with the guidelines of the Act. However, MM45
is a type A strain, which does not produce the lethal epsilon toxin of potential interest to bioterrorists.

Clostridium sporogenes:

MM31 — NCTC® 532 / ATCC® 19404 / WDCM 00008 — used for media control. PHE recommended strain for media QC (lactose
gelatin medium for ID of C. perfringens lactose negative and gelatin positive).

Enterobacter aerogenes:

MM26 — NCTC® 10006 / ATCC® 13048 / WDCM 00175 — type strain; used in water, paint and adhesive testing.

Enterobacter cloacae:

MMO01 — NCTC® 13380 / ATCC® 23355 / WDCM 00082 — disinfectant control, media testing.
MM51— NCTC® 13406 — PHE recommended strain for QC of AmpC (de-repressed) detection.
Enterococcus faecalis:

MM52 — NCTC® 13379 / ATCC® 51299 / WDCM 00085 — is vancomycin resistant (low-level VanB mediated) and also shows high-
level resistance to aminoglycosides. It is used to confirm methodologies used to detect these resistances are working correctly.
Lancefield group D.

MM17 — NCTC® 775 / ATCC® 19433 / WDCM 00009 — used in water industry and QC. PHE recommended strain for media control.
Fully sensitive. Lancefield group D.

MM18 — NCTC® 12697 / ATCC® 29212 / WDCM 00087 - is fully sensitive to vancomycin and gentamicin. PHE recommended positive
control strain for aesculin test. CLSI, EUCAST recommended media control for sulpha / trimethoprim testing and general
susceptibility testing control. Lancefield group D.




Enterococcus hirae:

MM35 — NCTC® 13383 / ATCC® 10541 / WDCM 00011 — disinfectant control. Used in microbiological assays. Colonies are alpha-
haemolytic on sheep blood agar.

Escherichia coli strains:

MMO02 — NCTC® 12241 / ATCC® 25922 / WDCM 00013 — EUCAST, CLSI, PHE recommended control strain for susceptibility testing
(fully sensitive). Exhibits 2 colony types — the most prevalent type is slightly irregular, smooth and translucent. The secondary type ap-
pears more opaque. It is preferable to maintain cultures on agar as passage in broth can result in a change in MIC levels.

MM57 — NCTC® 13476 — CRE testing control; produces a Class B IMP Carbapenemase.

MM33 — NCTC® 10418 / ATCC® 10536 — (PHE recommended alternative to NCTC 12241) fully sensitive control strain. PHE
recommended positive control for indole test, ONPG test, negative control for oxidase test, PHE recommended negative control for CRE
and ESBL testing.

MM24 — NCTC® 11954 / ATCC® 35218 — beta-lactamase positive strain. CLS| recommended strain for susceptibility testing ONLY for
penicillin / beta-lactamase inhibitor combinations. Sensitive to amoxicillin / clavulanic acid.

MM75 — NCTC® 9001 / ATCC® 11775 / WDCM 00090 — used in water / chemical industry. PHE recommended strain for media QC.

MM93 — NCTC® 12900 / ATCC® 700728 / WDCM 00014 — O157 strain (non-toxigenic). PHE recommended strain for media QC.

MM63 — NCTC® 11560 — beta-lactamase positive strain.

MM38 — NCTC® 12923 / ATCC® 8739 / WDCM 00012 — used in pharmaceutical / water industry. Three colony types: A) Entire, glistening,
smooth and translucent. B) Entire, glistening smooth and opaque. C) Irregular, rough and translucent. The rough colonies appear after
48 hours incubation.

MM34 — NCTC® 13846 — Possesses the plasmid-mediated mcr-1 colistin resistance mechanism gene and is recommended by PHE and
EUCAST as a control for tests to detect this increasingly prevalent resistance, in conjunction with NCTC® 12241 / ATCC® 25922
(Selectrol strain MM02) as a negative control.



Haemophilus influenzae strains:

MM81 - NCTC® 12699 / ATCC® 49247 —is a ‘BLNAR’ strain — (beta-lactamase non-producing ampicillin / amoxycillin resistant). These
strains are important clinically because the susceptibility results obtained using conventional testing procedures maybe misleading in the
case cephalosporins. PHE, CLSI recommended QC strain for susceptibility testing media.

MM98 — NCTC® 11931 — a fully sensitive strain. PHE recommended strain for porphyrin synthesis test, chocolate agar control.

MM100 — NCTC® 8468 / ATCC® 9334 / CCUG 23946 — another fully sensitive strain, which reportedly gives results which are easier to
interpret when Mueller-Hinton medium is used in preference to Iso-Sensitest medium. MIC for amoxycillin is 0.5 mg/I.

MM37 — NCTC® 12975 / ATCC® 49766 — recommended by EUCAST.

Klebsiella strains:
MMO04 Klebsiella pneumoniae — NCTC® 9633 / ATCC® 13883 / WDCM 00097 — type strain. Two colony types may be seen. The
predominant type is entire and opaque. The secondary type is slightly smaller and translucent.

MM83 Klebsiella pneumoniae — NCTC® 13368 / ATCC® 700603 — ESBL-producing strain used as control for ESBL testing. There are
two colony types.

MM55 Kilebsiella pneumoniae — NCTC® 13440 — CRE testing control; produces a Class B VIM-1 Carbapenemase.

MM56 Klebsiella pneumoniae — NCTC® 13443 — CRE testing control; produces a Class B NDM-1 Carbapenemase.
MM58 Klebsiella pneumoniae — NCTC® 13438 — CRE testing control; produces a Class A KPC-3 Carbapenemase.

MM59 Kilebsiella pneumoniae — NCTC® 13442 — CRE testing control; produces a Class D OXA-48 Carbapenemase.

MM88 Klebsiella aerogenes (Raoultella planticola) — NCTC® 9528 — used in water / pharmaceutical industry. PHE recommended
negative control for Tryptone Bile X-Glucuronide agar and Yeast Extract agar.
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Lactobacillus brevis:

MM76 — NCTC® 13386/ ATCC® 8287 — used in food industry.

Legionella pneumophila serogroup 1:

MMO08 — NCTC® 11192 / ATCC® 33152 / WDCM 00107 — derived from strain isolated from first recognised outbreak of legionellosis in
Philadelphia at the Legionnaires’ Convention 1976

Listeria innocua:

MM92 — NCTC® 11288 / ATCC® 33090 / WDCM 00017 — type strain. Non-pathogenic.

Listeria monocytogenes:

MM87 — NCTC® 11994 / WDCM 00019 — type strain, PHE recommended positive control strain for Listeria detection in food.
Serotype 4b, most common serovar isolated from human infections.

MM48 — NCTC® 7973/ ATCC® 35152 / WDCM 00109 — produces 2 phenotypes, one is beta-haemolytic and virulent, the other non-
haemolytic and non-virulent. Serovar 1/2a.

MM77 — NCTC® 13372/ ATCC® 7644 — used in food microbiology Q.C. Colonies exhibit beta-haemolysis on sheep blood agar.

Neisseria gonorrhoeae:

MM96 — NCTC® 12700/ ATCC® 49226 — has low-level, but clinically relevant, resistance to penicillin — MIC of penicillin is 0.5 mg/I.
PHE recommended control for susceptibility testing — methodology assesses the ability of testing to detect resistance rather than sensi-
tivity; this strain has low-level, but clinically relevant, resistance to penicillin — MIC of penicillin is 0.5 mg/l. Some variation in size and
texture of colonies may be observed. Increased CO: is helpful in growth.

MMO05 — NCTC® 8375/ ATCC® 19424 — is fully sensitive — MIC of penicillin is 0.06 mg/l. PHE recommended strain for media QC.
Proteus mirabilis:

MM43 — NCTC® 13376 / ATCC® 14153 — pharmaceutical / disinfectant / media control.
MM68 — NCTC® 10975 — media control. PHE recommended control for motility test.



Proteus vulgatris:

MMO09 — NCTC® 4175 / ATCC® 13315 — was the type strain, but is atypical and has been recognised as a separate species — Proteus
hauseri — it is used for media control. Colonies are glistening with spreading edges.

Pseudomonas aeruginosa strains:

MM10 — NCTC® 12903 / ATCC® 27853 / WDCM 00025 — is fully sensitive to anti-pseudomonal antibiotics (EUCAST susceptibility test
control). 2 colony types may be observed: A) predominantly flat, spreading edges and rough surface; B) small and compact. Produces
both fluorescein and pyocyanin pigments.

MM65 — NCTC® 10662 / ATCC® 25668 / WDCM 00114 — is fully sensitive. PHE recommended control strain for media control

MM40 — NCTC® 12924 / ATCC® 9027 / WDCM 00026 — used in water industry / disinfectant testing. Colonies on agar plates are entire,
glistening and mucoid with a grainy surface. This strain also produces both fluorescein and pyocyanin pigments.

MM41 — NCTC® 13359 / ATCC® 15442 — used in water industry / disinfectant testing. May produce up to 3 different colony types.
Pyocyanin is not produced.

Rhodococcus equi:

MM97 — NCTC® 1621 / ATCC®6939 / WDCM 00028 — type strain.

Saccharomyces cerevisiae:
MM73 — NCPF® 3178 — PHE recommended strain for food testing and enumeration of yeasts and moulds.

MM50 — NCTC® 10716 / WDCM 00058 — used for QC of culture media and for antifungal susceptibility testing.

Salmonella serotypes:

MM11 Salmonella Typhimurium — NCTC® 12023 / ATCC® 14028 / WDCM 00031 — (1,4,5,12: i: 1,2) Used for media/test QC. This is a
common serotype from animals and from human infections.

The strains listed below are unusual serotypes, used to avoid any chance of confusion with strains commonly found in animals, food, etc,
and are used to control media and detection methods in the food industry:

MM89 Salmonella Poona — NCTC® 4840 — (13,22: z: 1,6) PHE recommended control strain for food testing.
MM84 Salmonella Nottingham — NCTC® 7832 — (16: d: e,n,z15) PHE recommended control for water testing.

Serratia marcescens:

MM12 — NCTC® 13382 / ATCC®8100 — used for disinfectant testing. PHE recommended negative control for indole test. Colonies are
entire, glistening, smooth and translucent. Non-pigmented.
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Staphylococcus aureus:

(A) Fully sensitive:

MM85 — NCTC® 6571 / ATCC®9144 / WDCM 00035 — historically used for susceptibility testing (‘Oxford staph’), but largely
superseded by MM13 as it has unusually low MIC’s and so is unrepresentative of normal range of Staph aureus strains. Sensitive to
penicillin and cefoxitin / methicillin / oxacillin. PHE recommended coagulase, DNAse and catalase positive control.

MM13 — NCTC® 12981 / ATCC® 25923 / WDCM 00034 — used in susceptibility and media testing/QC. Fully sensitive to all anti-
staphylococcal antibiotics (including penicillin and methicillin / oxacillin). It is preferable to maintain cultures on agar as passage in
broth can result in a change in MIC levels. Colonies are circular white to cream, convex to flat in elevation. After 48 hours incubation
a few grey/translucent variants may be noted. Beta-haemolytic on sheep blood agar.

B) Penicillin resistant:

MM14 — NCTC® 12973 / ATCC® 29213 / WDCM 00131 — used for susceptibility testing, especially for automated methodology.
EUCAST, CLSI strain. Sensitive to cefoxitin / methicillin / oxacillin. Penicillin resistant — weak beta-lactamase producer. Colonies are
beta-haemolytic, and a golden-orange colour.

MM30 — NCTC® 7447 / ATCC®6538P / WDCM 00033 — used for susceptibility testing/antibiotic assay, disinfectant testing.
Cefoxitin / methicillin / oxacillin sensitive. Penicillin resistant. Colonies are weakly beta-haemolytic, coagulase positive and beta-
lactamase negative.

(C) MRSA (cefoxitin / methicillin / oxacillin resistant):

MM91 — NCTC® 13373 / ATCC® 43300 / WDCM 00211 (MRSA) — Possesses mecA gene but is hetero-resistant, (so as few as one
per thousand cells demonstrate the resistance) and consequently has low-level cefoxitin /oxacillin/methicillin resistance (4.0 mg/I
MIC of oxacillin, 8.0 mg/l MIC of cefoxitin — methicillin sensitive strains have MIC of 0.12-0.5 for oxacillin and 1-4 for cefoxitin.); it is
used to confirm testing procedures for methicillin resistance are working and provides a more stringent test than testing with an
MRSA which shows homogeneous resistance and has a much higher MIC. This organism will have a zone of inhibition reduced in
size compared to a fully cefoxitin / oxacillin / methicillin sensitive strain (such as MM13). CLSI recommended strain for MRSA testing.
There are two colony types: 1) Beta-haemolytic with a slight yellow tint. 2) Non-haemolytic and white.

MM64 — NCTC® 12493 / WDCM 00212 (MRSA) — possesses mecA gene and shows homogeneous resistance with MIC of >64 for
methicillin, which produces high-level cefoxitin / methicillin / oxacillin resistance. EUCAST recommended strain. Instances have
been reported where loss of the mecA gene has occurred during storage.

D) Other:

MM46 — NCTC® 10788 / ATCC® 6538 / WDCM 00032 — used in pharmaceutical industry for testing disinfectants etc. Usually yellow
pigmented colonies, or can produce a white colonial variant. Beta-haemolytic.




Staphylococcus epidermidis:

MM15 — NCTC® 13360 / ATCC® 12228 / WDCM 00036 — used for media control / antibiotic assay. Colonies are small and beta-
haemolytic.

Streptococcus agalactiae: (Beta-haemolytic Streptococcus group B)

MM16 — NCTC® 8181 / ATCC® 13813 — type strain, used for QC. PHE recommended negative control for aesculin test.

Streptococcus pneumoniae strains:

MM95 — NCTC® 12977 / ATCC®49619 — has low-level, but clinically relevant, resistance to penicillin — this organism is used to
assess detection of resistance rather than sensitivity. PHE recommended positive control for bile solubility test. CLSI, EUCAST
recommended control strain for susceptibility testing. Serotype 19F.

MM19 — NCTC® 12695 / ATCC®6303 — is fully sensitive. Colonies are mucoid and alpha-haemolytic. A few colonies may have an
irregular edge. Serotype 3.

Streptococcus pyogenes:

MM20 — NCTC® 12696 / ATCC® 19615 — used for QC and media testing. Lancefield group A, beta-haemolytic.
PHE recommended blood agar control.

Vibrio parahaemolyticus:

MMO06 — NCTC® 10885 / WDCM 00185 — used for QC of media and ID testing. PHE recommended strain used mainly in the food
industry.

Yersinia enterocolitica:

MM80 — NCTC® 12982 / ATCC® 9610 / WDCM 00038 — type strain, used for media control. Serotype O:8, which is a pathogenic
serotype, commonest in USA.

References:

1 European Committee on Antimicrobial Susceptibility Testing (EUCAST). Routine and Extended Internal Quality Control for
MIC Determination and Disc Diffusion. Version 7.0 - 01.01.2017.

2 UK Standards for Microbiology Investigations. Example Reference Strains for Microbiology Investigations Test Proce-
dures: Bacteriology—Test Procedures | TP 1 | Issue No. 2 1 05.01.2015. Public Health England (PHE).

3 Performance Standards for Antimicrobial Disc Susceptibility Tests: Approved Standard—11th Edition. Clinical and Labora-
tory Standards Institute (CLSI).
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How to use Selectrol®

Always warm the vial to ambient temperature before opening.
Be sure to use non-selective culture media to revive the organisms.

For the more fastidious organisms, such as anaerobes, it is generally better to use agar rather than broth for revival.

=

Place disc on suitable growth Leave disc for a few minutes to
medium such as blood agar liquefy, then spread plate and

incubate to produce isolated

colonies

Obtain a stock culture which can be
used to prepare an inoculum for
biochemical and antibiotic

susceptibility tests

Place disc in a small volume of Allow disc a few minutes to dissolve,
a suitable broth medium such then spread aliquot onto a plate of
as brain-heart infusion suitable growth medium
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Out-of-specification results

Laboratories use Selectrol® for Quality Control of culture media, biochemical identification tests and antimicrobial susceptibility
testing. When a laboratory test result, an MIC or biochemical reaction, is unexpected or out-of-specification, the test should first be
repeated to confirm it; an out-of-specification result is an indication that the testing procedure should be reviewed; it is not, in the first
instance, a sign of a problem with the control organism.

If incorrect results are obtained on retesting, the explanation could be:

. The test procedure was not followed correctly — check standard operating procedures
o There is an instrumentation error — check calibration, mechanical functioning, etc

o There is a problem with the consumables — out of date, incorrect storage, etc

J The culture of the control organism has become contaminated

Technical Support

If no explanation for out-of-spec results can be found, but repeated tests still give unacceptable results, please contact TCS and / or
your relevant reference laboratory or instrument manufacturer for advice. For example, contact AMRHAI at Colindale, London if MIC
results are consistently outside the acceptable range. Please retain any remaining discs of organisms about which you have concerns
so they can be returned to TCS and investigated alongside retained samples.
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Preparing QC and Validation Spikes from Selectrol®

Preparing the spike

- Place a Selectrol® disc in Brain Heart Infusion (BHI) broth* or equivalent, and culture (typically for 18 hours) at the appropriate
temperature for the organism (typically 37°C)

- Assume the count in the broth to be 108 organisms per ml (A)
- Mix and transfer 100 pl of (A) to 100 ml of saline or % strength Ringer’s solution -- (B)
- Mix and transfer 100 pl of (B) to 10 ml of saline or % strength Ringer’s solution --- (C)

- Mix and transfer 100 pl of (C) to your homogenised food sample.

Verifying the inoculum

- Pipette 5 x 10 pl drops from (C) onto each of two agar plates for Miles and Misra counts.

Using the assumptions and dilutions above:

- (A) contains 108 organisms per ml

- (B) contains 10° organisms per mi

- (C) contains 10® organisms per ml

If the Miles and Misra counts indicate that the required count was not achieved:

- If the count was too high by a factor of 10, reduce the volume transferred from (A) to (B) from 100 pl to 10 pl
- If the count was too low by a factor of 10, increase the volume transferred from (A) to (B) from 100 pl to 1 ml.

Keep a record of the correct dilutions for each organism type for future use. You will find that this method is very repeatable.

*Note: BHI broth will work for most of the Selectrol® organisms; however, for fastidious organisms an appropriate culture broth
must be selected, e.g. Fastidious Anaerobe Broth for strictly anaerobic organisms.
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Culture Collections

Cultures of microorganisms have been deposited and subsequently maintained in 589 collections in 68 countries, and many of
the cultures are derived from the same original isolate; the history of each organism, its properties and names of the culture
collections which hold it are detailed in the relevant catalogues and websites.

Some of the organisms have been selected and recommended by expert organisations to be supplied as controls for microbio-
logical tests, and when the identical cultures are present in more than one collection they will have a specific designation for
each, incorporating the abbreviation for the collection and a reference number.

For example:- Staphylococcus aureus NCTC 7447, widely recommended as a control for antimicrobial susceptibility testing, is
held in 30 collections, and consequently the phenotypically and genotypically identical organism has 30 different references,
such as ATCC 6538P, CIP 53.156, DSM 346 and so on.

In an effort to minimise potential confusion and help users find local sources of reference strains, the WFCC and the WDCM
initiated a system that ascribes each recommended QC strain a reference number (WDCM 00001 onwards), cites all collections
that contain it and provides contact details and each collection’s unique reference. For example, the strain of Staphylococcus
aureus NCTC 7447 (Selectrol® strain MM33) mentioned above is designated WDCM 00033.

Staphylococcus aureus \WDCM 00033

AHU 1142; ATCC™ 6538P; BCRC 10451 ; BTCC 209P; BU 395; CCM 2022; CCTM 596; CCUG 1828; CECT 240; CIP 53.156;
CN 3784; CNCTC Mau 28/58; DSM 346; FIRDI 451; IAM 1011; IAM 12082; IEM Mau 28/58; IFO 12732; IFO 3061; IID 671; IMET
10904; JCM 2151; LMG 8195; NCIMB 8625; NCTC 7447; NRRL B-313; OUT 8232; PCI 1209; PZH 8/54; RIMD 3109007; VNIIA
209P;

Products derived from the cultures in the collections should be manufactured using the minimum number of sub-cultures, to
minimise the possibility of alterations to the phenotype due to mutations. Ideally, as in the case of Selectrol®, a single sub-
culture only is used, so the Selectrol® product is a ‘first generation derivative’ of a culture supplied by NCTC, and will be identi-
cal with regard to its properties and suitability for use in QC applications to a culture of the particular organism obtained from
any of the other WDCM listed culture collections.

Every effort has been made to ensure the accuracy of the information in this document, however TCS makes no warranties,
expressed or implied, regarding errors or omissions and assumes no legal liability or responsibility for loss or damage resulting
from the use of information contained within.

E&O.E
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Selectrol Strain Index

Strain Name Designation Code WDCM
Aspergillus brasiliensis NCPF 2275/ ATCC 16404 MM94 00053
Bacillus cereus NCTC 10320/ ATCC 9634 MM21 00001
Bacillus cereus NCTC 7464 / ATCC 10876 MM86

Bacillus subtilis NCTC 10400/ ATCC 6633 MM29 00003
Bacteroides fragilis NCTC 9343 / ATCC 25285 MM44
Campylobacter jejuni NCTC 11351/ ATCC® 33560 MM36
Campylobacter jejuni NCTC 11322 / ATCC" 29428 MM82 00156
Candida albicans NCPF 3255/ ATCC 2091 MM28 00055
Candida albicans NCPF 3179 / ATCC 10231 MM42 00054
Citrobacter freundii NCTC" 9750 / ATCC™ 8090 MM27

Clostridium perfringens NCTC 8237 / ATCC 13124 MM45 00007
Clostridium sporogenes NCTC 532 / ATCC 19404 MM31 00008
Enterobacter aerogenes NCTC 10006 / ATCC® 13048 MM26 00175
Enterobacter cloacae NCTC® 13380 / ATCC® 23355 MMO1 00082
Enterobacter cloacae NCTC 13406 MM51
Enterococcus faecalis NCTC 775 / ATCC 19433 MM17 00009
Enterococcus faecalis NCTC 12697 / ATCC 29212 MM18 00087
Enterococcus faecalis NCTC 13379 / ATCC 51299 MM52 00085
Enterococcus hirae NCTC 13383 /ATCC 10541 MM35 00011
Escherichia coli NCTC 12241/ ATCC® 25922 MMO02 00013
Escherichia coli NCTC" 11954 / ATCC 35218 MM24

Escherichia coli NCTC 10418 / ATCC 10536 MM33

Escherichia coli NCTC® 12923 / ATCC 8739 MM38 00012
Escherichia coli NCTC 11560 MM63

Escherichia coli NCTC 9001 / ATCC 11775 MM?75 00090
Escherichia coli CRE NCTC 13476 MM57

Escherichia coli (mcr-1) NCTC 13846 MM34

Escherichia coli 0157 (non-toxigenic) NCTC 12900 / ATCC™ 700728 MM93 00014
Haemophilus influenzae NCTC 8468 / ATCC 9334 MM100
Haemophilus influenzae NCTC 12975 / ATCC 49766 MM37
Haemophilus influenzae NCTC 12699 / ATCC 49247 MM81
Haemophilus influenzae NCTC 11931 MM98

Klebsiella aerogenes NCTC 9528 MM88

Klebsiella pneumoniae NCTC 9633 / ATCC® 13883 MMO04 00097
Klebsiella pneumoniae NCTC 13368 / ATCC 700603 MM83

Klebsiella pneumoniae CRE NCTC 13440 MM55

Klebsiella pneumoniae CRE NCTC" 13443 MM56

Klebsiella pneumoniae CRE NCTC" 13438 MM58




Selectrol Strain Index

Strain Name Designation Code WDCM
Klebsiella pneumoniae CRE NCTC 13442 MM59
Lactobacillus brevis NCTC" 13386 / ATCC" 8287 MM76

Legionella pneumophila serogroup 1 NCTC" 11192 / ATCC 33152 MMO08 00107
Listeria innocua NCTC 11288 / ATCC 33090 MM92 00017
Listeria monocytogenes NCTC" 7973 / ATCC 35152 MM48 00109
Listeria monocytogenes NCTC 13372 ATCC 7644 MM77

Listeria monocytogenes NCTC 11994 MM87 00019
Neisseria gonorrhoeae NCTC® 8375/ ATCC 19424 MMO5

Neisseria gonorrhoeae NCTC" 12700 / ATCC" 49226 MM96

Proteus mirabilis NCTC 13376 / ATCC 14153 MM43

Proteus mirabilis NCTC" 10975 MM68

Proteus vulgaris NCTC® 4175/ ATCC 13315 MMO9
Pseudomonas aeruginosa NCTC" 12903 / ATCC® 27853 MM10 00025
Pseudomonas aeruginosa NCTC 12924 / ATCC’ 9027 MM40 00026
Pseudomonas aeruginosa NCTC 13359 / ATCC 15442 MM41
Pseudomonas aeruginosa NCTC 10662 / ATCC 25668 MM65 00114
Rhodococcus equi NCTC 1621 / ATCC 6939 MM97 00028
Saccharomyces cerevisiae NCTC 10716/ ATCC 9763 MM50 00058
Saccharomyces cerevisiae NCPF 3178 MM73

Salmonella Nottingham NCTC® 7832 MM84

Salmonella Poona NCTC" 4840 MM89

Salmonella Typhimurium NCTC 12023/ ATCC' 14028 MM11 00031
Serratia marcescens NCTC" 13382 / ATCC" 8100 MM12
Staphylococcus aureus NCTC 12981 / ATCC 25923 MM13 00034
Staphylococcus aureus NCTC 12973 / ATCC 29213 MM14 00131
Staphylococcus aureus NCTC 7447 / ATCC' 6538P MM30 00033
Staphylococcus aureus NCTC 10788 / ATCC 6538 MM46 00032
Staphylococcus aureus NCTC 6571 / ATCC 9144 MM85 00035
Staphylococcus aureus (MRSA) NCTC 12493 MMe64 00212
Staphylococcus aureus (MRSA) NCTC® 13373 / ATCC® 43300 MM91 00211
Staphylococcus epidermidis NCTC 13360 / ATCC 12228 MM15 00036
Streptococcus agalactiae NCTC 8181/ ATCC 13813 MM16
Streptococcus pneumoniae NCTC 12695 /ATCC 6303 MM19
Streptococcus pneumoniae NCTC 12977 /ATCC 49619 MM95
Streptococcus pyogenes NCTC 12696 /ATCC® 19615 MM20

Vibrio parahaemolyticus NCTC 10885 MMO06 00185
Yersinia enterocolitica NCTC" 12982 / ATCC" 9610 MM80 00038
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Selectrol Strains Listed by WDCM Number

WDCM Strain Name Designation Code

00001 Bacillus cereus NCTC® 10320 / ATCC® 9634 MM21
00003 Bacillus subtilis NCTC 10400 / ATCC® 6633 MM29
00007 Clostridium perfringens NCTC" 8237 / ATCC® 13124 MMA45
00008 Clostridium sporogenes NCTC 532/ ATCC 19404 MM31
00009 Enterococcus faecalis NCTC' 775 / ATCC’ 19433 MM17
00011 Enterococcus hirae NCTC 13383 /ATCC® 10541 MM35
00012 Escherichia coli NCTC 12923 / ATCC 8739 MM38
00013 Escherichia coli NCTC® 12241/ ATCC 25922 MMO02
00014 Escherichia coli 0157 (non-toxigenic) NCTC 12900 / ATCC 700728 MM93
00017 Listeria innocua NCTC® 11288 / ATCC 33090 MM92
00019 Listeria monocytogenes NCTC 11994 MM87
00025 Pseudomonas aeruginosa NCTC" 12903 / ATCC 27853 MM10
00026 Pseudomonas aeruginosa NCTC 12924 / ATCC 9027 MM40
00028 Rhodococcus equi NCTC 1621 / ATCC 6939 MM97
00031 Salmonella Typhimurium NCTC® 12023/ ATCC® 14028 MM11
00032 Staphylococcus aureus NCTC 10788 / ATCC 6538 MM46
00033 Staphylococcus aureus NCTC 7447 / ATCC 6538P MM30
00034 Staphylococcus aureus NCTC 12981 / ATCC 25923 MM13
00035 Staphylococcus aureus NCTC 6571 / ATCC 9144 MM85
00036 Staphylococcus epidermidis NCTC 13360/ ATCC' 12228 MM15
00038 Yersinia enterocolitica NCTC® 12982 / ATCC 9610 MM80
00053 Aspergillus brasiliensis NCPF 2275/ ATCC' 16404 MM94
00054 Candida albicans NCPF’ 3179 / ATCC® 10231 MM42
00055 Candida albicans NCPF 3255 / ATCC® 2091 MM28
00058 Saccharomyces cerevisiae NCTC® 10716/ ATCC 9763 MM50
00082 Enterobacter cloacae NCTC" 13380 / ATCC® 23355 MMO1
00085 Enterococcus faecalis NCTC® 13379 / ATCC 51299 MM52
00087 Enterococcus faecalis NCTC" 12697 / ATCC' 29212 MM18
00090 Escherichia coli NCTC 9001 / ATCC" 11775 MM75
00097 Klebsiella pneumoniae NCTC" 9633 / ATCC 13883 MMO04
00107 Legionella pneumophila serogroup 1 NCTC 11192 / ATCC 33152 MMO08
00109 Listeria monocytogenes NCTC® 7973 / ATCC® 35152 MM48
00114 Pseudomonas aeruginosa NCTC" 10662 / ATCC 25668 MM65
00131 Staphylococcus aureus NCTC 12973 / ATCC 29213 MM14
00156 Campylobacter jejuni NCTC 11322 / ATCC™ 29428 MM82
00175 Enterobacter aerogenes NCTC 10006 7/ ATCC 13048 MM26
00185 Vibrio parahaemolyticus NCTC 10885 MMO6
00211 Staphylococcus aureus (MRSA) NCTC 13373 / ATCC' 43300 MM91
00212 Staphylococcus aureus (MRSA) NCTC 12493 MMe64
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