EAAHNIKA

Bioprepare
merhioligy  poion: RPMI GLUCOSE AGAR 1]
KQAIKOI: 010293 — 090293 — 120293

OAHrIEZ XPHZHZ Hu. Ekdoong:
706 2009

Hu. AvaBewpnong:

IVD 606 2025

NEPITPA®H

To RPMI GLUCOSE AGAR xpnoluormoleitatl yia tov €Aeyxo G evalcdnoiog Twv ZUHWy Kot MUKATWY 0TO OVTLUUKNTIAOIKA He tnv wéEBodo E
test.

APXH THZ MEGOAOY

To RPMI avartuxBnke oto Roswell Park Memorial Institute. AnoteAeitatl anod 1o Bactkod Bpemtikd uAKO to RPMI-1640 mou ival mhouaolo og
auwvogea, Brrapiveg, alata kat to eiktn pH Phenol red. To MOPS buffer diatnpet to pH tou uAkoU otaBepd. H yAukoln kat n L-glutamine
elval amopaitnTeg MNYEG EVEPYELAG YLA TOUG LUKNTEC. To dyap AELTOUPYEL WG MAPAYOVTAG OTEPEOTIOLNONG.

SYNOEZH g/litre
RPMI 1640 10.2
MOPS buffer 34.5
Glucose 18
Agar No.2 Bacteriological 15
L-glutamine 0.3

Endavion: Amalo pol SLauyéEg,
TeAko pH 7,0 £ 0.1 otoug 25 °C.

NMPOMYAAZEIZ

To RPMI GLUCOSE AGAR eival in vitro epyaotnplakd SlayvwoTikd UALKO  Kal TIPEMEL va XELPLlETOL HOVO amo e€ELSIKEUMEVA GTOUA TOU
epyaotnpiou. To UAKO QUTO TIEPLEXEL TEMTOVEC Kol ekYUAlopata {wlkAg mpoéAeuong. Ta TLOTOMOLNTIKA Yyl TV TIPOEAEUON Kol TNV
UYELOVOULKA KaTdotaon tTwv {wwv §ev eyyuovtol MARPWE TNV amouoia Petadidopevwy maboyovwy napayoviwy. N’ auté cuvictdtol autd ta
UALKA va avTLHETWTTIZoVTOL WG SUVNTIKWG LOAUCUATIKA KAl PE THPNoN Twv ouvnBwv HETpwY acdaleiog (va un Aappavovtat and tnv TEMTIKA
N TV avamveuotikr] 080). O XEWPLOUOG Twv TPUPBALwY va yivetal avta pe yavta kat péca oe Laminar flow Class I, yia va amodelyovtal
ETHOAUVOELG KUPLWE amo oampoduTikolg HUKNTeG. Edv to TpuPAio sival paylopévo f To GOKOUAGKL TPUTILO, KN TO XPNnolpormotioete. Mn
xpnotpomnoleite ta tpuPAia edv mapouvcialouv evdeifelg pikpoPlaknic poAuveng. To mdaxog Tou Ayop TMPEMEL va gival 4 - 5 mm Kal To UALKO
XWPIC pwYHES, Enpotnta | aA\a onpeia aAloiwong. Metd tnv nuepopunvia Anéswg to UALKO eival akatdAAnAo yla xprion. & mepinmtwon
enadng pe to Sépua MAEVOUUE apéow He adpBovo vepod kal camolvl. Ta BeTikd deiypata MpENeL va kataotpédpovtal cUUPWVA UE TOUG
KQVOVEG UYLELVAG Ttou TipoBAEMovVTAL yia TN SLaxeiplon LOAUCUATIKWY SELYUATWV.

2YNOHKEZ AMOOHKEYZHZ

Ta tpuBAia mpémel va puldooovtal otoug 2 — 12 °C Hé€oa 0T CUCKEVAGLO TOUG MEXPL TN OTLYMN TG XPnong touc. Mapatetapévn puAatn oe
Beppokpacia Katw Twv 2 °C dnuioupyel apketn uypacio péoa oto UAKO pe Kivduvo empoAuvong. H katduén akdpa kat otypiaia,
Kataotpedel To VAKO. Emiong amodelyetal thv untepBoAkn Béppavon. Ta tpuBAia sival Suvatov va xpnotpomnotnBouv péxpL TNV NUepounvia
Aéng mou avaypadetal otnv €Tikéta. EAv avolEeTte TNV agpooTeyr cuokeuaoia Tou TpuPAlou katd AdBog, umopeite va to GuAd&ete oto
Yuyeio yla 5 — 7 pépeg adou 1o odpayioete pe mapadiAp N He cakouAdkL. Ma tnv PeTadopd oL LEAETEG oTaBepoTnTag Hag €5elfav OTL Ta
TpuPAia pumopoUlv va mapapeivouv otoug 6 - 25 °C yla 4 nuépeg ) otoug 25 - 40 °C yla 48 wpeg, Xwpig va emnpeaoctel n anddoon tou
TpoidvToC,.

TPOMOZ XPHZHZ

Ouagte evarwpnua oe 3ml {wud Mueller Hinton maipvovtag pepovwpévn amotkio. H BoAepdtnta tou {wpnol mpénel va eival ion pe 0,5 tou
Seiktn McFarland. 2tn cuvéxela epPantiote évav Bappakodpdpo oTUAed 0TO evalwpnpa Tou Tpog é€tacon Selypatog. Enotpwote to TpuPAiio
niepvwvtag to BapBakodopo otuled pia dopd pe oplldvtieg mapdAAnAeg KvAoelg pia eltepn dopd e KABeTeG MAPAAANAES KIVAOELG KO piat
Tpitn dopd pe Slaywvieg MapAANAESG KWVAOELG TTAVW G OAN TV emidavela Tou UAKoU. Neptpévete yia 10 Aemtad, £T0L WOTE VA OTEYVWOEL TO
TpuPAio mpLv TomoBetnBoUV oL diokol fj oL Awpildeg Etest TWV AVILLUKNTIACIKWY. NePLUEVETE yia GAAa 15 AemTd Kol EMWACTE yla 24-48 WPEG
otoug 35-37 °C.

EPMHNEIA TQON ANOTEAEZMATQN
Metprote tn {wvn avaoToAng yUpw amo toug Siokoug. e mepimtwon xpriong MIC Test, eAéyfte PEXpL EKEL TTOU OL ATTOLKIEG TEUVOUV TN TaLvia.
H topn petagt Vo TuNUATWY TNS KALpakag Ba mpEmeL va eivat oTpoyyYUAEpEVn otnv uPnAOTEPN TIUN.

MNEPIOPIZMOI THZ MEGOAOY

MoAAol TapAyovTeg umopolV va EMNPEACOUV TA ANOTEAECUATA: N TUKVOTNTA Tou evodBaipiopatog, n cuvBeon kal to pH Tou UALKOU, TO
neplBalov, o xpovog enmwaong Kat n moodtnta Twv Slokiwv avtiBlotikwy (uéxpt 6 diokol oto tpuPAio Twv 9cm, péxpL 16 diokoL oto
tetpaywvo TpuPAio 120 x 120cm kot péxpt 12 Siokol oto tpuPAio twv 150cm). Ta Siokia mpémel va €xouv 24mm andotach HETaEy Toug. To
UALKO Sev Ba TipEmeL va €xeL TTAX0G Heyalltepo amod 4 xIA\ootd aAAd oUTE Kal UkpOTEPO ylatl Ta anotedéopata Sev Ba eival amoAUTwg
aflomiota.

ETEST 48h QC MIC RANGES(ug/ml) RPMI GLUCOSE AGAR

AVTLUUKNTLOG LKA C. albicans C. Kruzei C. parapsilosis
ATCC 90028 ATCC 6258 ATCC 22019
Amphotericin B 0.125-0.5 0.5-2 0.25-1




Anidulafungin 0.002-0.008 | 0.16-0.125 0.5-4
Caspofungin 0.064 - 0.25 0.25-1 0.25-2
Fluconazole 0.125-0.5 128 2256 1-4(8)
Flucytosine 0.5-2 >32 0.064 - 0.25
Itraconazole 0.064 - 0.25 0.2-1 0.064 - 0.25
Ketoconazole 0.008 - 0.032 0.25-1 0.032-0.25
Posaconazole 0.125-0.5 0.125-0.5 0.032-0.125
Voriconazoli 0.004 - 0.016 0.25-1 0.016 - 0.064

AMNOPPIWH TOY YAIKOY 2TA AMOBAHTA

Ta UAKG Tou Sev mapouatdlouv Kapia avamtuén umopsi va BswpnBolv wg un emkivbuva amdBAnta Kat va amoppinrtovtatl avdloya. Ta
UALKQ TIOU TTOPOUGLATOUV QVATTTUEN QUMOLKLWV TIPETEL va. artoppintovtal cUpbwva Pe TIC 0dNYieg yla LOAUCUATIKA 1 SUVNTIKOG MOAUCHATLKA
anoBAnta. To gpyaotiplo elvat unmevBuvo yla Tn cwotr Slaxelplon Twv HOAUCUATIKWY amoBAnTwWY  cUpdwva pe tn dpuon Kot to Babuo
ETUKIVOUVOTNTAG TOUG KOL TIPETIEL VAL TOL SLaXELPLTETAL KOL VAL TA AMOPPLTTEL (1) va avaBETeL T Slaxeiplon Kot amdppur Toug) cUUdWVA |E TOUG
£KAOTOTE LOXUOVTEC KAVOVIOUOUG.

NPOAIATPADE:

RPMI GLUCOSE AGAR - (€
EIAOZ KQAIKOZ ZYIKEYAZIA DYNAZH XPONOZ ZOQHZ
TpuBAio 9cm 20ml - 4mm 010293 10 tepdyLa 2-12°C 3 pveg
TpuPAio 15 cm — 55ml 120293 5 tepdyla 2-12°C 3 uAveg
4mm
TpuBAio 12 cm —50ml 090293 5 tepdyla 2-12°C 3 pveg
Amm

Mapdyetat otnv ENdda and tnv etaipeia Bioprepare cUpdwva pe tov kavoviopuo (EE) 2017/746.
BAZIKO UDI-DI: 521203771414010403SE. EDMA: (14 01 04 03) Susceptibility Test Media (Plates).
H etalpeia Bioprepare éxeL miotonoinBsi cupdwva pe ta mpdtuma: EN ISO 9001:2015 / EAOT EN I1SO 13485:2016 AY86/1348/2004.
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mirhinlogy — ppopuct: RPMI GLUCOSE AGAR 1] VD —25‘;35;;‘““
REFERENCE: 010293 — 090293 — 120293

DESCRIPTION
RPMI GLUCOSE AGAR is used for antifungal susceptibility testing of yeasts and molds using the E-test method.

PRINCIPLE OF THE METHOD

RPMI was originally developed at Roswell Park Memorial Institute. It is based on the RPMI-1640 medium, which is rich in amino acids, vitamins,
salts, and contains the pH indicator Phenol Red. MOPS buffer maintains a stable pH in the medium. Glucose and L-glutamine serve as essential
energy sources for fungal growth. Agar functions as the solidifying agent.

COMPOSITION g/litre
RPMI 1640 10.2
MOPS buffer 34.5
Glucose 18
Agar No.2 Bacteriological 15
L-glutamine 0.3

Appearance: Clear pale pink
Final pH 7,0 £ 0.1 at 25 °C.

PRECAUTIONS

RPMI GLUCOSE AGAR is in vitro diagnostic laboratory material and should only be handled by trained laboratory personnel. This material
contains peptones and extracts of animal origin. Certificates regarding the source and health status of the animals do not fully guarantee the
absence of transmissible pathogens. Therefore, these materials should be treated as potentially infectious and handled using standard safety
precautions (avoid ingestion and inhalation). Always handle plates wearing gloves and within a Class Il laminar flow cabinet to prevent
contamination, especially by saprophytic fungi. Do not use plates that show signs of microbial contamination. The material should not be used
after the expiration date. In case of skin contact, wash immediately with plenty of water and soap. Positive samples must be disposed of
according to the appropriate hygiene regulations for infectious materials.

STORAGE CONDITIONS

Plates must be stored at 2-12 °C in their original packaging until use. Prolonged storage below 2 °C may cause moisture buildup within the
medium, increasing the risk of contamination. Freezing, even briefly, will damage the product. Excessive heating should also be avoided.

Plates may be used until the expiration date printed on the label. If the airtight packaging is accidentally opened, the plate can be stored in the
refrigerator for 5-7 days, sealed with Parafilm or in a plastic bag. Stability studies indicate that plates can be transported at 6—25 °C for up to 4
days or at 25-40 °C for up to 48 hours without affecting performance.

INSTRUCTIONS FOR USE
e  Prepare a suspension in 3 ml of Mueller Hinton broth using a single colony from a pure culture. Adjust the turbidity to match 0.5
McFarland standard.
e Dip a sterile cotton swab into the suspension and streak the plate in three directions: Horizontally (parallel lines), Vertically
(perpendicular lines), and Diagonally (crisscrossed lines) to fully cover the surface.
e  Allow the plate to dry for 10 minutes before applying antifungal disks or Etest strips.
e  Wait another 15 minutes, then incubate the plate at 35-37 °C for 24—48 hours.

INTERPRETATION OF RESULTS
Measure the zone of inhibition around the antifungal disks. For MIC tests, read the MIC where the ellipse of growth inhibition intersects the
Etest strip. If the intersection is between two scale values, round up to the higher value.

METHOD LIMITATIONS

Several factors may influence the test results, such as the density of the inoculum, the composition and pH of the medium, environmental
conditions, incubation time, and the number of antifungal disks used. The recommended maximum number of disks is 6 on a 9 cm round plate,
16 on a 120 x 120 mm square plate, and 12 on a 150 mm round plate. Disks should be placed at a distance of 24 mm from each other. The agar
layer should not exceed 4 mm in thickness, nor be thinner, as variations in depth may result in unreliable or inaccurate results.

ETEST 48h QC MIC RANGES(pg/ml) RPMI GLUCOSE AGAR

Antifungal C. albicans C. Kruzei C. parapsilosis
ATCC 90028 ATCC 6258 ATCC 22019
Amphotericin B 0.125-0.5 0.5-2 0.25-1
Anidulafungin 0.002-0.008 | 0.16-0.125 0.5-4
Caspofungin 0.064 - 0.25 0.25-1 0.25-2
Fluconazole 0.125-0.5 128 > 256 1-4(8)
Flucytosine 0.5-2 >32 0.064 - 0.25
Itraconazole 0.064 - 0.25 0.2-1 0.064 - 0.25
Ketoconazole 0.008 - 0.032 0.25-1 0.032-0.25
Posaconazole 0.125-0.5 0.125-0.5 0.032-0.125
Voriconazoli 0.004 - 0.016 0.25-1 0.016 - 0.064




DISPOSAL OF MATERIALS IN WASTE

Materials that show no growth can be considered non-hazardous waste and disposed of accordingly. Materials that show colony growth must
be disposed of in accordance with 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 manage and dispose of (or assign the management and

disposal of) it according to the applicable regulations.

SPECIFICATIONS
RPMI GLUCOSE AGAR - C€

ITEM CODE PACKAGE STORAGE SHELF LIFE
9 cm Plate (20 ml =4 mm) 010293 10 units 2-12°C 3 months
15 cm Plate (55 ml—4 mm) 120293 5 units 2-12°C 3 months
12 cm Plate (50 ml =4 mm) 090293 5 units 2-12°C 3 months

Manufactured in Greece by Bioprepare in accordance with Regulation (EU) 2017/746. BASIC UDI-DI: 521203771414010403SE EDMA Code: (14 01 04 03) —
Susceptibility Test Media (Plates) Bioprepare is certified according to the following standards: EN 1ISO 9001:2015 / ELOT EN ISO 13485:2016 / Ministerial Decision

AY86/1348/2004.
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