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NEPITPADH

To CHROMagar™ mSuperCARBA™ eival éva eKAeKTIKO Kol SLapOPLKO XPWHOYEVEG DPEMTIKO WECO, OXESLAOUEVO YLOL TNV TIOLOTLKN) AUEDN
avixveuon TG YOOTPEVIEPLKNG OmolKlomoinong amd eviepofaktripla avOektikd otic kapPBamevéueg (CRE), cuumeplhapBavopévwv twv
napaywywv OXA-48. H xprion tou Bonbd otnv mpoAnyn kat tov €éAeyyxo tng e€dmlwonc twv CRE og voookopelakd meptBaiiovta.

EIZATQrH

Ta avBektika otnv kapBamnevéun Enterobacteriaceae (CRE) elval cuviBwg avBeKTIKA g OAEG TIG B-AAKTAUEG KOOWG KAL TLG TIEPLOCOTEPEG AANEG
KATNYOPIeG avTlkpoBLlakwy mopayovtwy. OL emhoyég Bepameiag oe aoBeveic poAuopévoug pe CRE eival moAl meploplopéves. Exouv
avadepOel eotieg CRE mou oxetiovral pe tnv uyslovouLkn mepiBaAdn. Ot acbeveic mou amowkilovtal pe CRE mioteUetal 0Tl anoteAolv mnyn
METAS00NG KATA TNV UYELOVOULKN TteplBaAn. O mpoadloplopdc twv acBevwy mou amotkilovtal pe CRE kat n TomoB£tnon autwy tTwv acbevwy
o€ amopdvwon He MPodUAAGEELG UIMOPOUV VA AITOTEAECOUV ONUOVTIKO Bripa yla Tnv amotponn tg petadoong. O Alain Rambach kat Patrice
Nordmann €xouv &VWOeL TG TIPOOTIABOELEG TOUG yla TNV avamtuén &vog moAU evaicBntou ypwpoyovou pécou, tou CHROMagar™
mSuperCARBA™, To Omoi0 QVAKEL O VEQ YEVEQ XPWHOYOVWV UAKWY TIou GTAVEL 0t TpwTodavelg emSOCELS: aViXVeEUon HLOC UEYAANG
nokhiag kapBamnevepwv KPC, NDM, VIM, IMP, OXA pe evtumwolako 6plo avixveuvong (10 CFU / ml) akoun Kot ylo acBevwg eKppoopUEVES
KapBanepevaoces omwe to OXA-48, dlatnpwvtag tauvtoxpova éva uPnAo eninedo eKAEKTIKOTNTAG.

APXH THZ MEOOAOY

OL MENTOVEG TIOPEXOUV TA arapaitnTta OPEMTIKA GUOTATIKA 0TO UALKO. Eva piypa avTiBLoTIKWY KaBlotolv tnv ekAekTKA avdmtuén twv KPC,
NDM, VIM, IMP, OXA pe 6plo avixveuong ta 10 CFU / ml. Tpia xpwpoyoéva unootpwpata Staomwvtal and T UKpoBLlakd £viupa Twv
pikpoBiwv Ta onoia aneAeuBepwvouv aSLAAUTEG EYXPWILEG EVWOELG OL OTIOLEG TIPOOKOAAWVTAL OTN KUTTAPLKA HEUPPAVN TWV HIKPOBLWY KaTA
ToV MOAATAQGLOOUO TOUG SNULOUPYWVTAG ATOLKIEG PUe xpwua. H Escherichia coli mapayet ta évlupa B-glucuronidase kat B-galactosidase kat
Ol ATOLKIEG TNG artoKTOUV Xpwia pol £we kepapdn). H Klebsiella, to Enterobacter, n Serratia kol to Citrobacter mapdyouv B-glucuronidase kot
Ol amoLKieg tng amoktolv Xpwua yolalompdowo). Av ev xpnotpomotnBel kavéva oo To UTooTPpWHATA, Ba UTIAPXOUV GXPWHEC I AEUKEG
amotkieg. Ta dhata SlatnPouv TNV WORWTLKA LooPPOTIia 0To UALKO. To dyap TapEXEL LYVOOToLxela Kal NAEKTPOAUTEC. ETiong otepeomolel To
UALKO.

SYNOEZH g/litre
Chromogenic and selective mix 0,8
Peptones 20,0
Salts 5,0
Agar 15,0
Growth factors 1,7

Epdavion: Mmel avolyto SLauvyEg
TeAwd pH 7.0 + 0.2 otoug 25 °C.

NPOMYAAZEIZ

To CHROMagar™ mSuperCARBA™ eival in vitro epyaotnploko SlayvwoTtikd UAKO Kol TpEmel va xelpiletal pdvo amo eEelSIKEUEVA GTOUA TOU
epyaotnpiou. To UAKO aUTO TEPLEXEL TIEMTOVEG Kol eKXUAlOMOTA {WIKAG Tpogéheuong. Ta TMLOTOMOWNTIKA ylo TNV TPOEAEUGN Kal TNV
UYELOVOLKI KOTdoTtaon Twv {wwv Sev eyyuovtal MARPWG TNV anouoia HeTadLtdouevwy madoyovwy mopayoviwy. M’ autod cuvioTdTal autd ta
UALKA VO QVTLHETWTTIOVTOL WG SUVNTIKWG LOAUCHOTIKA KaL JE TAPNON TwV cuvhiBwv pétpwy aodalieiag (va pn AapBdavovtal anod TV MEMTLKN
N Vv avamnveuotikr 080). O XEPLoMOE Twv TPUPAlwY va yivetal mavta pe yavtia kot péca oe Laminar flow Class I, yia va amodelyovtal
EMOAUVOELG KUPlwG amod canpoduTikolg HUKNTEG. Edv To TpuBAlo eival paylopévo fi To cakoUAdKL TPUTILO, KN TO XPNOLUOTIOoETE. Mn
xpnotuomnoleite ta TpuPAia edv mapouoldlouv evdeifelg UikpoBLlakig poAuvong. To TtdXog Tou Gyop TIPEMEL va elval 4 - 5 mm Kal To UALKO
XWPIG pWYHESG, Enpotnta i aAa onpeia aAloiwong. Metd tnv nuepopnvia ARfewg to UAKO elval akatdAAnAo yia xprion. e mepimtwon
enadng pe to Séppa MAEVOUUE aUEoWS HE ddBovo vepd kal camoUlvl. Ta Betikd Selypata MPEMEL va KataoTpédovial oUWV E TOUG
KAVOVEG UYLELVNG Ttou TtpoBAEmOvTaL yLa TN SLaxeiplon LOAUCUOTIKWY SELYUATWVY.

ZYNOHKEZ AMMOOHKEYZHZ

Ta tpuBAia mpémel va puldcoovtal otoug 2 — 12 °C Hé€oa 0T CUCKELAGLO TOUG MEXPL TN OTLYUN TG XPnong touc. MNapatetapévn puAatn oe
Bepuokpacio kKatw Twv 2 °C Snuloupyel apkKet vypacia Péoa oto UALKO e Kivduvo empoluvong. H kataduén akopa kat otypiaia,
KataotpedeL To UALKO. Emtiong amodelyetal tnv unepBoAtkn Béppavon.

Ta tpuPAia eival Suvatdv va xpnotpomnotnBouv péxpt T nuepopnvia AREng mou avaypddetat otnv etikéta. ‘Otav avoifete TNV aepooteyn
OUOKEUQOLA OE TEPIMTWON MoU oag ePLooEPOUV KATola TPUPALA Ta amoBnKEUETE GTO GAKOUAAKL HEXPL TNV nUEpopnvia Anéewc. MNa tnv
petadopd ol pehéteg otabepotntag pag £6el&av otL Ta TpuBAla pmopouv va mapapeivouv otoug 6 - 25 °C yia 3 nuépeg 1 otoug 25 - 40 °C yla
24 wpeg, YwPLS va emnpeactel n anddocon Tou mPolovTog.



TPOMOZ XPHZHZ

TomoBetriote Ta TpuPALa oToV EMWACTIKO KAIBavo (35 - 37 °C) yia 30 — 45" p€XPL va OTEYVWGOOUV.

Eruotpwote ta TpuPAia pe to mpocg e€étacn Seiypa, 660 To SUVATOV CUVTOMOTEPA PETA TNV AN Tou amod to epyactrplo. Emwdote ta tpuBAia
aveoTpappéva otoug 35 — 37 °C og agpofla atpoodatpa yia 18 — 24 wpeg.

ANAINQZzH KAl EPMHNEIA

Metd amnd 18 - 24 wpeg emwaocn eAéyXoupe Ta TpuPBAia yia bavr avamntuén moAuavOekTikwy Baktnpldiwv.
H naBoyovog CPE E. coli epdavilel pol €wg kepapdn anotkieg peyéBoug 2 €éwg 3mm.

H Klebsiella, To Enterobacter, n Serratia, kol 1o Citrobacter epdavifouv yoAalompAoveg EwG UTAE OTTOLKLEG.
H Pseudomonas gudavilel TpACLVESG ATTOLKIEG.

To Acinetobacter epdavilel unel £wg KITPLVEC ATOLKIEG.

MNEPIOPIZMOI THZ MEGOAOY
Oplopéva otehéxn E. coli propet va mapouotdoouv analo pol WG AXPWHO XPWHA OTLG ATOLKIEG TOUG.

Y€ OAEG TLG TIEPUTTWOELC TIPETEL VAL KAVOU UE eTUMAEwV eTiBeBaiwan pe Bloxnuikoug eAéyxouc i dMeg pebodouc.

FENIKA XAPAKTHPIZTIKA NOIOTIKOY EAEFXOY

Muwpoopyaviopdg ATCC XapaKTnPLoTIKA
OTOKLWV
Escherichia coli IMP NCTC 13476 | BaBu pol— kepapidn
Klebsiella pneumoniae ATCC® MrtAe peTaAALKO
BAA 1705
Klebsiella pneumoniae KPC NCTC MrAe pLeTaAALKO
13438
Enterococcus faecalis 29212 AvooTéMeTaL
K. pneumoniae ESBL ATCC® Kupiwg avactéAhetal
700603
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CPE E. coli CPE Coliforms

Pseudomonas Acinetobacter

AMOPPIWH TOY YAIKOY ZTA ANNOBAHTA

Ta UAk@ mou Sev mapouatdlouv Kapia avamtuén umopet va BewpnBolv wg un emkivbuva amdBAnta Kat va anoppintovrat avaloya. Ta
UALKQ TIOU TTOPOUGLATOUV QVATTTUEN OUMOLKLWV TIPETEL val artoppintovial cUPbwvVa Me TIG 0dnYLeG yla LOAUCUATIKA 1 SUVNTIKOG MOAUCHATLKA
anoPAnta. To epyaoctriplo elval umevBuvo yla TN owotn Slaxelplon Twv HOAUCUOTIKWY amoBAfTwy cUudwva pe tn ¢von Kot to Badud
ETUKLVEUVOTNTAG TOUG KaL TIPETEL VoL TOL SLaxeLpileTal Ko va Ta amoppintel (1 va avabetel tn Staxeiplon Kot amoppur Toug) cUpdwva e TOUg
£KAOTOTE LOXUOVTEG KAVOVIOUOUG.

NMPOAIATPADEZ

CHROMagar™ mSuperCARBA™ - (€
EIAOX KQAIKOZ SYIKEYAZIA | DYAAZH XPONOS ZQHS
TpuPBAio 9cm 010710 10 tepdya | 2—12°C 45 pépeg
TpuPBAio 6cm 050710 10 tepdya | 2—-12 °C 45 pépeg

Mapdyetat otnv EAMGSa and tnhv etaipeia Bioprepare cUpdwva pe tov kavoviouo (EE) 2017/746.
BAZIKO UDI-DI: 5212037714010404WM. EDMA: (14 01 04 04) Chromogenic Resistance Marker Media (Plates) - MRSA, VRE, ESBL ...
H etalpeia Bioprepare éxeL miotonownBei oupdwva pe ta mpdtuma: EN 1ISO 9001:2015 / EAOT EN I1SO 13485:2016 AY86/1348/2004.
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DESCRIPTION

CHROMagar™ mSuperCARBA™ is a selective and differential chromogenic culture medium, intended for use in the qualitative direct detection
of gastrointestinal colonization with carbapenem-resistant Enterobacteria (CRE), including OXA-48 producers, to aid in the prevention and
control of CRE in healthcare settings. The test is performed with rectal swab and stools from patients to screen for CRE colonization. Results
can be interpreted after 18-24 h of aerobic incubation at 35-37 °C.

INTRODUCTION

Carbapenem-resistant Enterobacteriaceae (CRE) are typically resistant to all B-lactams and most other classes of antimicrobial agents.
Treatment options for patients infected with CRE are very limited. Healthcare-associated CRE outbreaks have been reported. Patients
colonized with CRE are believed to serve as a source of transmission in healthcare settings. Identifying patients who are colonized with CRE
and placing them in isolation with precautions can be a crucial step in preventing transmission. Alain Rambach and Patrice Nordmann have
combined their efforts to develop a highly sensitive chromogenic medium, CHROMagar™ mSuperCARBA™, which belongs to a new generation
of chromogenic materials achieving unprecedented performance: the detection of a wide range of carbapenems (KPC, NDM, VIM, IMP, OXA)
with an impressive detection limit (10 CFU/ml), even for weakly expressed carbapenems like OXA-48, while maintaining a high level of
selectivity.

PRINCIPLE OF THE METHOD

The peptones provide the necessary nutrients in the medium. A mixture of antibiotics allows for the selective growth of KPC, NDM, VIM, IMP,
and OXA with a detection limit of 10 CFU/ml. Three chromogenic substrates are broken down by the microbial enzymes of the bacteria,
releasing insoluble colored compounds that adhere to the microbial cell membrane during their multiplication, forming colonies with color.
Escherichia coli produces the enzymes B-glucuronidase and B-galactosidase, and its colonies develop a pink to crimson color. Klebsiella,
Enterobacter, Serratia, and Citrobacter produce B-glucuronidase, and their colonies turn blue green. If none of the substrates are used, there
will be colorless or white colonies. The salts maintain the osmotic balance in the medium. The agar provides trace elements and electrolytes
and solidifies the medium.

FORMULA g/litre
Chromogenic and selective mix 0,8
Peptones 20,0
Salts 5,0
Agar 15,0
Growth factors 1,7

Appearance: Light beige, transparent.
Final pH 7.2 £0.2 at 25 °C.

PRECAUTIONS

CHROMagar™ mSuperCARBA™ is an in-vitro laboratory diagnostic material and should only be handled by qualified people in the laboratory.
This material contains peptones and extracts of animal origin. The certificates regarding the origin and health status of the animals do not fully
guarantee the absence of transmissible pathogens. For this reason, it is recommended that these materials be treated as potentially infectious,
with the usual safety precautions (avoiding ingestion or inhalation). Plates should always be handled with gloves and in Laminar flow Class I,
to avoid contamination mainly by saprophytic fungi. If the plate is cracked or the bag has a hole, do not use it. Do not use petri dishes if there
are signs of microbial contamination. The thickness of the agar must be 4 - 5 mm and the material without cracks, dryness or other signs of
deterioration. After the expiry date the material is unfit for use. In case of contact with the skin, wash immediately with plenty of water and
soap. Positive samples must be destroyed according to the hygienic rules prescribed for the management of contaminated samples.

STORAGE CONDITIONS

The plates should be stored at 2 — 12 °C inside their packaging until they are used. Prolonged storage at temperatures below 2 °C can cause
excessive moisture buildup in the material, leading to a risk of contamination. Freezing, even momentarily, destroys the material. Excessive
heating should also be avoided. The plates can be used until the expiration date printed on the label. Once the airtight packaging is opened, if
any plates remain, they should be stored in the provided bag until the expiration date. For transportation, stability studies have shown that the
plates can remain at 6 — 25 °C for 3 days or at 25 — 40 °C for 24 hours without affecting the product's performance.

USAGE
Place the plates in the incubator (35 — 37 °C) for 30 — 45 minutes until they dry. Inoculate the plates with the sample to be tested as soon as
possible after receiving it from the laboratory. Incubate the plates upside down at 35 — 37 °C in an aerobic atmosphere for 18 — 24 hours.

READING AND INTERPRETATION

After 18 - 24 hours of incubation, check the plates for possible growth of multi-drug-resistant bacteria.
e  The pathogenic CPE E. coli shows pink to reddish colonies of 2 to 3 mm in size.
e Klebsiella, Enterobacter, Serratia, and Citrobacter show blue green to blue colonies.
®  Pseudomonas shows green colonies.



e  Acinetobacter shows beige to yellow colonies.
LIMITATIONS OF THE METHOD
Some E. coli strains may show pale pink to colorless colonies. In all cases, additional confirmation should be performed using biochemical tests

or other methods.

GENERAL CHARACTERISTICS OF QUALITY CONTROL

Microorganism ATCC Characteristics of
colonies
Escherichia coli IMP NCTC 13476 | dark pink to reddish
Klebsiella pneumoniae ATCC® metallic blue
BAA 1705
Klebsiella pneumoniae KPC NCTC Blue metallic
13438
Enterococcus faecalis 29212 Inhibited
K. pneumoniae ESBL ATCC® mostly inhibited
700603
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CPE E. coli CPE Coliforms

Pseudomonas Acinetobacter

WASTE DISPOSAL OF WASTE

Materials that do not show any growth can be considered non-hazardous waste and discarded accordingly.

Plates that develop colonies must be disposed of in accordance with the instructions for contaminants or potential contaminants.

The laboratory is responsible for the proper management of infectious waste in accordance with its nature and degree of risk and should
handle and discard it (or assign its management and disposal) in accordance with the applicable regulations.

SPECIFICATIONS

CHROMagar™ mSuperCARBA™ - (€
PRODUCT CODE PACKING STORE SELF LIFE
Plate 9cm 010710 10 pieces 2-12 °C 45 days
Plate 6cm 050710 10 pieces 2-12 °C 45 days

Produced in Greece by the company Bioprepare in accordance with the requirements of the European Directive 2017/746.
BASIC UDI-DI: 5212037714010401WF. EDMA (14 01 04 01) non-chromogenic media (Plates).
The Bioprepare company has been certified according to the standards: EN 1SO 9001:2015 / EAOT EN ISO 13485:2016 DY8d/1348/2004
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