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NEPIFTPA®H
To CHROMagar™ C. difficile eivat éva xpwpoydvo uUALKO To omoio xpnoLUomoLelTaL yLa T XpwHoaTikh dtadoporoinon tou Clostridium difficile.

EIZATQrH

To Clostridium difficile sivatl n kUpLa oLTidt VOOOKOUELOKAG LOAUOHATLKAG Sldppolag oe eVAAKEG. AUTEC oL AoLpWEELS epdavilovtal Kupiwg oe
a0Beveig ou £xouv TO0O LaTPLKN Ppovtiba 6o Kkat Beparmeia pe avTiBlotikd. Ta cupnTwuata Tng oAuvong amno C. difficile eival o mupetog, ot
KOWALOKEG KPAUTIES Ko n coPapn Sldppola mou odnyet og Bavarto. 2t Hvwpéveg MoAtteieg, oxedov 250.000 avBpwrol mpooBdaAAovtal amno C.
difficile pue Touldyiotov 14.000 Bavatoug (ektipunon CDC, 2013). Adyw tng endaviong Tou eEalpeTika Tolkoyovou oteAéxoug C. difficile, autég
Ol LOAUVGOELG £XOUV YIVEL TTILO GUXVEC Kal Tilo SUCKOAEC otn Bepareia Toug Ta tTeheutaia xpovia. Av kat n PCR £xeL kataotel n kopudaia Texvikn
aviyvevong C. difficile, n koA\lépyela €lval amapaitntn ylwa tv TUTONOINoN Twv OTEAEXWV Kal yla tn Sokwur svalcbnoilag Kotd tg
pkpoBLakng avroxns. To CHROMagar™ C. difficile elvat éva véo ¢pBopoyovo péco KaAAEpyeLag, EALPETIKA EVAIOONTO Kot ETIAEKTLKO, ELOIKA
oxeblaopévo yla amhomoinon Kat va emtayUVeL (24 wpeg) Tnv kaAAEpyela tou C. difficile.

APXH THZ MEGOAOY

Ol TEMTOVEC KAl TO EKXUALOUO HAYLAG TIOAPEXOUV OTO UALKO TOL BPEMTIKA OUOTATIKA Yl TV avamtuén twv Baktnpiwv. Eival n acikn mnyn
opyavikwv vitpoyevwy, dlaitepa apwvoféwv kat moAumentidiwv. Emiong elval mAovoleg oe Pltapiveg, METOAAQ KAl Lxvootolxeia. To
Chromogenic mix TapéXeL 0TO UALKO TOUG TLG XPWHOYOVEG ouaieg yla Tnv déopeuon Twv apwvotéwv. To Growth factors mapéxel oto UALKO
TILPEXEL OTO UALKO TOUG QIMapaiTtnTOUG mapdyovteg yia thv avantuén tou C. difficile. Ta. dAata puBuilouv ThV WOUWTLKY LOOPPOTILO TOU UALKOU.
To dyap otepeomolel TO UALKO.

ZYNOGEzH g/litre
Peptones and yeast extract 25.0
Chromogenic mix 1.7
Salts 9.0
Growth factors 4.0
Agar 15.0

Eudavion: Mmel Slavyég,
TeAwod pH 7.8 + 0.2 otoug 25 °C.

NPOMYAAZEIZ

To CHROMagar™ C. difficile givat in vitro epyaotnplakd Sloyvwotikd UALKO Kal TPEMEL va XELPITeTal HOVo amod e€elSIKEUMEVA ATOMO TOU
epyaotnpiou. To UAKO QUTO TIEPLEXEL TEMTOVEG KOl €KYUAlopaTa {wLKAG TPOoEAEUONG. Ta TILOTOMOLNTIKA YLO TNV TPOEAEUCN Kol TNV
UYELOVOULKN KATAoTaon Twv {wwv Sev eyyuovial MANPpWE TNV amouoia Petadidopevwy maboyovwy mapayoviwy. M’ autd cuvioTtatal autd ta
UALKG Vo avTLLeTwrTi{ovTal WG SUVNTIKWEG LOAUCHATIKA Kol e THPNon Twv cuvhBwv pétpwy acdaleiog (va un AapuBdvovtal amod Tnv MEMTIKA
A TV avarveuoTtik 080). O Xelplopdg Twv TpuBAiwv va yivetal mavta pe yavtia kal péca os Laminar flow Class Il, yia va amodeUyovrtal
EMUOAUVOELG KUPLWG artd campoduTikoUg Hukntes. Edv to tpuPAlo sival paylopévo 1 To 0akoUAAKL TPUTILO, [N TO XPnolpomolioete. Mn
Xpnotpomnoleite ta TpuPAia edv mapouctalouv evdeifelg uikpoPlakng poAuvong. To maxog Tou ayap MPEMEL va gival 4 - 5 mm Kal To UALKO
XWPIG pwYHES, EnpdtnTta r GAAa onpeia aAhoiwong. Metd tnv nuepopnvia An¢ewg to UAKO eival akatdAAnAo yla xpron. e mepimtwon
enadng pe to €ppa MAEVOUpE apéows pe ddBovo vepd kal camouvl. Ta Betikd Seiypata mpémel va kataotpeédovtal oUWV |E TOUG
KaVOVEG UYLELVG Ttou TipoBAEmovTaL yLa T SLaxeiplon LOAUCUOTIKWY SELYUATWVY.

2YNOHKEZ ANOOHKEYZHZ KAl METADOPAZ

Ta tpuBAia mpémel va puldooovtal otoug 2 — 12 °C péoa otn cuoKeuaoio TOUG HEXPL TN Ty TNG XPnong toug. Mapatetapévn puAagn oe
Beppokpacia Kdtw twv 2 °C dnuioupyel apketh uypoaocia péoa oto UAKO pe kivbuvo emudluvong. Ta tpuPAia eivar duvatov va
XpnotponotnBouv péxpL TNV nUepopnvia AnEng mou avaypdadetal otnv €TkéTa. Ma tnv HeTadopd oL peAETeg oTaBepotnTog pag £56etéav OtL ta
owAnvapla propouv va mapapeivouv otoug 6 - 25 °C yla 4 nuépeg 1 otoug 25 - 40 °C yla 48 wpeg, wpig va emnpeactel n anodoon tou
TPOLOVTOC,.

TPOMOZ XPHZHZ
EvodBalpiote, amlwvovtag to delypa mdvw otnv emdavela Tou UALKOU Pe SLadoxKEG apalwaoelS. Emwaote yia 24 - 48 wpeg otoug 35 - 37 °C
o€ avaepOPLeg cuVONKeG. MapaTNPAOTE TIC ATMOLKIEG KAl GUPBOUAEUTELTE TOV TtivaKa.

ANAINQZH KAI EPMHNEIA

Metd and 24 wpeg enwacong o avaepopLa atpudodalpa, ol anolkies tou C. difficile epdavifouv peydAeg (mepimou 2mm) AxPWUES ATTOLKIES OL
omnolieg ¢pBopilouv oto umeplwdeg pwg ota 365 nm. (Zta napadociakd péca mou xpetdlovral 48 wpeg). AN avaepofLla PaKTpLa TTOU UIMOpPEL va
avarmntuxBolv epdavilouv dxpwueg amotkieg xwpic BopLopd.



MNEPIOPIZMOI THZ MEGOAOY

H telikr) Tautomoinon MPEMEL val yiveTal Ue BLOXNMLIKOUG Katl 0poAoyLlkoUg eAEyxout. (., Sokuur cuykoAAnong Microgen C. Difficile Latex
Test, KwowKAG: M41CE) kat pumopei va exktedolvtal aneuBeiag and tig Umonteg AxPWUES amolkieg Clostridium mou $pOopilouv oTo UTEPLWEES
dwe. Mwa ok ofeldaong (Oxidase Test Strips-Code MID-61G) umopei va mpayuatonolnBei aneubeiog otnv Umomntn amotkia. Oplopéva
Gram (-) apvnTika Baktnpidia avOeKTIKA 0TOUG AvaoTOANG TOU UALKOU umopel va avarttuxfouv kat va Swoouv Peudwe BETIKES AMOLKieC.

TENIKA XAPAKTHPIZTIKA NOIOTIKOY EAETXOY

ATCC® 10231

Mwkpo6Bio Avantuén - Xpwpa
anotkiog

Clostridium difficile KaAf - AXpwUEC QToLKieg

ATCC 43255 nou $pBopilouv oto
UTEPLWSEG dwG

Clostridium perfringens AvaotéMetat

ATCC® 13124

Escherichia coli AvootéNeTal

ATCC 25922

Candida albicans AvaotéMetal

AAMa avaepoBia

Clostridium difficile

AMOPPIWH TOY YAIKOY 2TA AMOBAHTA

Ta UAkG Tou Sev mapouatdlouv Kapia avamtuén prnopet va Bswpnbolv wg un emkivbuva amdPAnta Kat va amoppintovtal avaloya. Ta
UALKA TTOU TtopoUoLAZouUV aVATTUEN AOLKLWY TIPETEL VOl artoppimtovTal cUpudwva e TIG 08nyieg yio LOAUOHATIKA 1 SUVNTIKOG MOAUCHATLKA
anoPBAnta. To epyactrplo ival umelBUVO yla TN owoTr SLOXEPLON TWV HOAUCUATIKWY amoBARTWY cUudwva pe th duon kal to Babuod
EMIKIVOUVOTNTAC TOUC Kol TIPETIEL VAL T SLXELPITETAL KO vaL TAL AmopPPImTEeL (1] va avaBETel T dlaxeiplon Kot andppur toug) oG wva e TOUG

€KAOTOTE LOYUOVTEG KAVOVLOHUOUG.

MPOAIATPA®DEZ:

CHROMagar™ C. difficile - C€
EIAOZ KQAIKOZ ZYZKEYAZIA DYNAZH XPONOZ

ZQOH:

TpuPBAio 9cm 010673 10 tepayla 2-12°C 2 pAveg
20ml
TpuPBAio 6¢cm 050673 10 tepayla 2-12°C 2 pAveg
9ml

Mapdyetot otnv EAMGSa armd tnv taipeio Bioprepare cUpdwva pe tov kavoviopo (EE) 2017/746.




BAZIKO UDI-DI: 5212037714010402WH. EDMA: (14 01 04 02) Chromogenic ID Media (Plates).
H etatpeia Bioprepare éxeL miotonoinBei cUpdwva pe ta mpdtuma: EN ISO 9001:2015 / EAOT EN I1SO 13485:2016 AY86/1348/2004.
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DESCRIPTION
CHROMagar™ C. difficile is a chromogenic medium used for the color differentiation of Clostridium difficile.

INTRODUCTION

Clostridium difficile is the leading cause of hospital-associated infectious diarrhea in adults. These infections primarily occur in patients
receiving medical care and antibiotic therapy. Symptoms of C. difficile infection include fever, abdominal cramps, and severe diarrhea, which
can lead to death. In the United States, nearly 250,000 people are affected by C. difficile with at least 14,000 deaths (CDC estimate, 2013). Due
to the emergence of the highly toxigenic strain of C. difficile, these infections have become more common and difficult to treat in recent years.
While PCR has become the leading detection technique for C. difficile, culturing remains necessary for strain typing and antimicrobial
resistance testing. CHROMagar™ C. difficile is a novel chromogenic medium, highly sensitive and selective, specifically designed to simplify and
accelerate (24 hours) the cultivation of C. difficile.

METHOD PRINCIPLE

Peptones and yeast extract provide the medium with essential nutrients for bacterial growth. They are the primary source of organic nitrogen,
particularly amino acids and polypeptides, and are also rich in vitamins, minerals, and trace elements. The chromogenic mix provides the
medium with chromogenic substances for amino acid binding. Growth factors provide the necessary elements for C. difficile growth. The salts
regulate the osmotic balance of the medium. The agar solidifies the medium.

FORMULA g/litre
Peptones and yeast extract 25.0
Chromogenic mix 1.7
Salts 9.0
Growth factors 4.0
Agar 15.0

Appearance: Light beige, clear
Final pH 7.8 £ 0.2 at 25 °C.

PRECAUTIONS

CHROMagar™ C. difficile 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 AND TRANSPORT CONDITIONS

The Petri dishes must be stored at 2 — 12°C in their packaging until use. Prolonged storage at temperatures below 2°C may cause moisture
buildup inside the material, posing a risk of contamination. The Petri dishes can be used until the expiration date indicated on the label. For
transport, stability studies have shown that the tubes can remain at 6 — 25°C for 4 days or at 25 — 40°C for 48 hours without affecting product
performance.

HOW TO USE
Inoculate the sample onto the surface of the material with serial dilutions. Incubate for 24 — 48 hours at 35 — 37°C under anaerobic conditions.
Observe the colonies and consult the table.

READING AND INTERPRETATION

After 24 hours of incubation in an anaerobic atmosphere, C. difficile colonies appear large (approximately 2mm), colorless colonies that
fluoresce under ultraviolet light at 365 nm. (Traditional media requires 48 hours). Other anaerobic bacteria that may grow display colorless
colonies without quo‘rescence.




LIMITATIONS OF THE METHOD

Final identification should be performed with biochemical and serological tests (e.g., Microgen C. Difficile Latex Test, code: M41CE), which can
be conducted directly from the suspected colorless Clostridium colonies that fluoresce under ultraviolet light. An oxidase test (Oxidase Test
Strips-Code MID-61G) can also be performed directly on the suspected colony. Some Gram-negative bacteria resistant to the material's
inhibitors may grow and produce false-positive colonies.

GENERAL CHARACTERISTICS OF QUALITY CONTROL

Microorganism Growth - Colony Color

Clostridium difficile Good - Colorless colonies

ATCC 43255 that fluoresce under
ultraviolet light

Clostridium perfringens Inhibited

ATCC® 13124

Escherichia coli Inhibited

ATCC 25922

Candida albicans Inhibited

ATCC® 10231

Other Anaerobes Clostridium difficile

WASTE DISPOSAL OF WASTE

Materials that show no growth can be considered as non-hazardous waste and disposed of accordingly. Materials that show colony growth
must be disposed of according to the guidelines for infectious or potentially infectious waste. The laboratory is responsible for the proper
management of infectious waste according to its nature and level of risk and must handle and dispose of it (or assign its management and
disposal) in compliance with the applicable regulations.

SPECIFICATIONS
CHROMagar™ C. difficile - C€

ITEM CODE PACKAGE STORAGE SHELF LIFE
9cm Plate, 010673 10 pieces 2-12°C 2 months
20ml

6¢cm Plate, 050673 10 pieces 2-12°C 2 months
9ml

Produced in Greece by Bioprepare Company in accordance with Regulation (EU) 2017/746.
Basic UDI-DI: 5212037714010402WH. EDMA: (14 01 04 02) Chromogenic ID Media (Plates).
Bioprepare Company is certified according to the following standards: EN 1ISO 9001:2015 / ELOT EN ISO 13485:2016, DY86/1348/2004.
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