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NEPIFPA®H
To CHROMagar™ Strep B xpnoluomoleital yia tn xpwpatikn dtadopomnoinen Streptococcus agalactiae (GBS) amnd to xpwio TG armotkiog.

EIZATQrH

Mepinou to 10-35% TwV YUVOLKWV €lVOL QCUMTTTWHATIKOL GOPELG TWV OTPEMTOKOKKWY opddag B (GBS) ota yevwwnTlkd Kol yOOTPEVTIEPLKA
onuela. H GBS mopapével n KUpla attia coBapwv acBevelwv kal Bavatwy o veoyévvntoug MANBUoUOUG Kol wg K TOUTOU N avixveuon GBS
oTNV KOATIOTpaXUALKH Tieploxn eivat kplowun ya tnv mpoAndn tg voéoou GBS veoyvwv. Exouv Sie€axBel apketég €peuveg mou Seixvouv OtL N
ouxvotnta epdaviong veoyvikng ondng kot pnviyyitidag mouv odeiletal otn voco GBS eivat orijuepa 0,5-3 meputtwoelg ava 1.000 yevvnosLg,
QV KOl UTLAPXOUV ONUAVTLKEG YEWYPADLKEG KOl PUAETIKEG SLadopeg. OL Adyol BvnolpudTNTAG TWV TIEPUTTWOEWY LELWVOVTAL OHEPA AOYW TNG
€ykalpng mpoAnding. EMeLdr ol Stpentokokkol TnG opadag B mpokaAoUV OOUMIMTWUATIKY) VOOO O €VAALKEG YUVOLKEG, €lval ONUOVTIKO va
npoodloplotel n katdotacn Tou ¢opEa £T0L WOTE Vo UMopel va epappootel amotehecpatikr Oepamneutikiy mapépPBaocn. To Kévtpo EAéyyou
AcBevewwv (CDC) ouviotd t Stahoyr OAwV Twv eyKUWV YUVALKWY YLOL OTOLKLOUO KOATILKOU Kot 0pBikol GBS petalt 35 kat 37 eBdopddwv
KUNoNG xpnotpomoLwvtag éva {wuo epmloutiopol (LIM RambaQUICK ™ Strep B) ) (TODD — HEWITT BROTH W/ C.N.A.) akolouBoUuevo ano
unokaAAiEpyeta oe COLUMBIA C.N.A. (Sheep Blood) kat CHROMagar™ Strep B.

APXH THZ MEOOAOY

To CHROMagar™ Strep B emutpénel tnv taxeia kat aglomiotn aviyveuon tou Streptococcus agalactiae (GBS) amd kAwika dsiypata os 24 wpeG.
OL TIEMTOVEG KOl TO EKXUALOMO LUKIATWV TILPEXOUV TA QIMAPALTNTA BPEMTIKA CUOTATIKA. EKAEKTIKOL TAPAYOVTEG AVACTEAAOUV TNV QAVATTTUEN TWV
Katd Gram (-) apvnTikwv Boaktnpdiwyv, Twv MUKATWY Kol TwV TEPLOCOTEPWV Gram (+) BETIKWY KOKKWV. Ta XpWHOyovVa UTOCTPWHATA
Staomwvtal and el8lkd pkpoBlakd éviupa mou aneAeuBepwvouv aSLANUTEG eyXpwUES evwoels. O Streptococcus agalactiae xpnotpomolei
ouvduaopud amod ta XpwHoyova Ta oTolo SlaoTmd Ue Thv mopaywyn ev{UHwy Kal oxnuatilel pol- poP amotkieg. AMoL Gram (+) Betikol kOKKoL
TIOU QVOTUCCOVTOL UITOPEL VA XPNOLLOTIOL 00UV Ta GAAQ XPWHOYOVO UTIOOTPWLOTA KAL VA TTAPAYOUV UITAE  amoLkieg. Edv kavéva amd ta
XPWHOYOVA UTIooTpWHATA SV XpnotomnolnBel, Ba avamtuxBouv dxpwUES I AEUKEG QTTOLKIEG.

2YNOEzZH g/litre
Chromogenic mix 2,2
Peptones and yeast extract 20.0
Salts 7,5
Growth factors mix 8ml
Selective mix 0,25
Agar 15,0

Epdavion: Mkpt SlouyEg.
TeAwd pH 7.3 + 0.2 otoug 25 °C.

NPOMYAAZEIZ

To CHROMagar™ Strep B eival in vitro epyaotnplakd Slayvwotikd UALKO Kol TIPETEL va Xelpiletal povo amo e§elSikeupéva ATopa ToU
epyaotnpiou. To UAKO aUTO TEPLEXEL TIEMTOVEG Kol eKXUAlOMOTA {WIKAG Tpogéheuong. Ta TLOTOMOWNTIKA ylo TNV TPOEAEUGN Kal TNV
UYELOVOULKN KATAoTaon tTwv {wwv Sev eyyudvtal MANpwE TNV amoucio HETadldOueVWY mMaboyovwy mapayoviwy. N’ auté cuvioTATOL QUTA Ta
UALKQ VO QVTLHETWTTIOVTOL WG SUVNTIKWG MOAUCHOTIKA KaL JE TAPNoN Twv cuviBwv pétpwy aodalieiag (va pn Aappdavovtal amod TV MEMTLKN
N Vv avamnveuotikr] 080). O XEPLoMOE Twv TPUPALlwY va yivetal mavta pe yavtia kot péca oe Laminar flow Class I, yia va amodelyovtal
EMUOAUVOELG KUPlwG amod canpoduTikols HUKNTEG. Edv to TpuPAlo eival paylopévo fi To cakoUAAKL TPUTILO, U TO XPNOLUOTIOoETE. Mn
xpnotuomnoteite ta TpuPAia edv mapouoldlouv evdeifelg UkpoBLlakig HoAuvong. To TtdXog Tou Gyop TIPETEL va elval 4 - 5 mm Kal To UALKO
XWPLG pWYHESG, Enpotnta i aAa onpeia aAloiwong. Metd tnv nuepopnvia ARfewg to UAKO elval akatdAAnAo yia xprion. e mepimtwon
enadng pe to Séppa MAEVOUUE apEoWS He ddBovo vepd kal camolvl. Ta Betikd Selypata MPEMEL va KataoTpédovial oUWV E TOUG
KaVOVEG UYLELVAG Ttou TipoBAEmovTaL yLa T SLaxeiplon LOAUCUOTIKWY SELYLATWVY.

ZYNOHKEZ ANMOOHKEYZHZ KAl META®OPAZ

Ta tpuBAia mpémel va puldcoovtal otoug 2 — 12 °C HéEca 0T CUCKEVAGLO TOUG MEXPL TN OTLYMN TG XPnong touc. MNapatetapévn GpuAatn oe
Bepuokpacio kKatw twv 2 °C Snuloupyel apKeT vypacia Péoa oto UALKO e Kivduvo empoluvong. H kataduén akopa kat otypiaia,
Kataotpedel To UAKO. Emiong amodelyetat thv untepBoAkn Béppavon. Ta tpuBAia eival Suvatov va xpnotponotnBoulv HéxpL TNV NUeEPO Unvia
AREng mou avaypddetal otnv €TKETA. Mo TNV petadopd oL peréteg otabepdtntag pag éde€av OtL ta tpuPBAia pmopouv va mapapeivouv otoug
6 - 25 °C yLa 4 nuépPEG 1 oToug 25 - 40 °C yLa 48 wpeC, XWPLG va emnpeactel n anddoon Tou nMPoiovTog.

TPOMNOZ XPHZHZ

ZuMovyn Selypdtwy: MNa npoyevvnTiki g€€tacn GBS, mapte éva 1) SU0 emiypiopaTa TWV KOATILKWY / 0pBLKWVY TTEPLOXWV.

OL KOATUILKEG KAAALEPYELEG TTPETEL va GUANEYOVTOL METOEV 35 Kat 37 eBSopuddwy KUNoNG

Tpomnog xpiong:

1. EvodBalpiote to otuled amnesubeiog oto LIM RambaQUICK Strep B (KQAIKOZ: 080641) fy oto TODD — HEWITT BROTH W/ C.N.A. (KQAIKOZ:
080516).

2. Enwdote agpofla yia 18-24 wpeg otoug 35-37 °C.




3. Meta tnv enwaocn evopBaApiote 10ul oe CHROMagar™ Strep B.

4. EvodBalpiote to Seiypa oe pia dkpn tou TpuPAiou Kal 0Tn CUVEXELX KAVETE SLOSOXIKEC ETLOTPWOELG LLE TOV KPIKO OE TIPAAANAEC VP OUUES
L€ OKOTIO VO SNULOUPYHOETE UEUOVWIEVEG ATIOLKIEG.

5. Enwaote ta tpuPAia yia 18-24 wpeg otoug 35-37°C og agpofla atpdodatpa.

EPMHNEIA TQON ANOTEAEZMATQN

O Streptococcus agalactiae (GBS) oxnuatilel amoikieg pe PabuL pol - pof xpwpa Kat Staxwpiletal ebkoAa and ta utdAoura BakthipLa.
O Enterococcus faecalis oxnuatileL amoLkieg Ue UMAE XpWHLAL.

O Streptococcus pyogenes (GAS) avaotéAAetal rj avamtioostal pTwyA Kal oxNUATI{EL ATIOKIEG e AEUKO - pOT XPWHAL.

Ol MaAaktoBakiAdot Sev avamtuooovTalL I} avamtuooovtal GTwyA Kol oXNUATI{OUV TTOAU ULKPEG ATTOLKIEG LE OVOLXTO pOT XPWUA.

MNEPIOPIZMOI THZ MEGOAOY

Enwaon oe CO2 umopei va 06nynoeL oe Peudwg BETIKEG KAAALEPYELEG.

ITAVLA OTEAEXN TOU OTPENMTOKOKKOU TNG OMAdag B umopel va xpelaotouv emumAéov 24h enwaong yLo LKAVOTIOLNTIKO LEYEDOG AMOLKIAG.
Oplopéva otehéxn twv opddwy C, F & G Streptococci pmopei va epudavicouv pwp amoikies.

Mepikol plkpoopyaviopol propet va epdavifouv oAU UIKPEC AmOLKIES e avolxto pol xpwia, orwg Aerococcus, Lactobacillus, Lactococcus kat
Leuconostoc.

To HueyYaAUTEPO HEPOG TOU ZTPEMTTOKOKKOU TNG OUASaG A avamtuooetal GTwyd He LwP Peudwg BETIKO XpwUa amoLkiag.

Qotdoo, purnopouv va dtadopornotnbolv pe tn Sokiun PYR:

PYR (+) -> StrepA. PYR (-) -> StrepB

Alya otehéxn tou Staphylococcus pmopel va epdavicouv pwp amotkisc.

Qotdoo, unopouv va StadopornotnBouv pe pia Sokipaocio Catalase:  KataAdon (-) -> StrepB.

KataAdon (+) -> Staphylococcus.

H telikn tautonoinon mpémel va yivetol pe Bloxnukolg Kot opoAoyilkoug eAéyxoug (m.x., Sokiurn ouykOAAnong Microgen Strep Latex Test
KwbLKOG: M47CE) kat propet va ektedolvtal amsuBeiag amno tig umonteg pol-pof amoikieg GBS.

FENIKA XAPAKTHPIZTIKA MNOIOTIKOY EAErXOY

MukpoBio Avarmrtuén /xpwupa arokiog
Streptococcus agalactiae Babv pol - pop

ATCC® 13813

Enterococcus faecalis MetalAikd prke

ATCC® 29212

Escherichia coli AvaotéMetal

ATCC® 25922
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AMOPPIWH TOY YAIKOY XTA ANNOBAHTA

Ta UAKA TTou Sev MaPOUGLATOUV Kapia avamtuén unopel va BewpnBouv wg un emkivéuva amdBAnta kat va anoppintovrtal avaioya. Ta
UALKA TTOU TTapoucLaouV avAamtugn amoLKLwyY TPEMEL va. amoppimtovTatl oUWV UE TIG 08NYLEG VLol LOAUOHATIKA i SUVNTIKOG LOAUCUATLKA
anoPAnta. To epyactriplo eivat umeUBuvo yLa T cwoth Slaxeiplon Twv LOAUCHATIKWY artoBARTWY cUudwva pe tn duon Kat To Badud
ETUKIVOUVOTNTAG TOUG KOL TIPETEL va Tal SLoELPLIETAL KOl VAL TO amoppimtel () va avaBEtel Tn Slaxeipon kat anoppudr) Toug) U wva e Toug
€KAOTOTE LOXUOVTEG KAWVOVIOUOUG.

MPOAIATPADEZ

CHROMagar™ Strep B - €
EIAOZ KQAIKOZ ZYIKEYAZIA DYAAZH XPONOZ ZQHZ
TpuBAio 9cm 010362 10 tepdyla 2-12°C 2 prveg
TpuPBAio 6cm 050362 10 tepdyla 2-12°C 2 pAveg

Mapdyetat otnv EAdda and tnv taipeia Bioprepare cUpdwva pe tov kavoviopuo (EE) 2017/746.
BAZIKO UDI-DI: 5212037714010402WH. EDMA: (14 01 04 02) Chromogenic ID Media (Plates).
H etalpeia Bioprepare éxeL miotonoinBei cUpudwva pe ta mpdtuma: EN ISO 9001:2015 / EAOT EN ISO 13485:2016 AY86/1348/2004.
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Evaluation of CHROMagar™ StrepB agar, an aerobic chromogenic medium for prepartum vaginal/rectal Group B Streptococcus screening
2011. Didier-Marc Poisson, Marie-Liesse Evrard, Claire Freneaux, Marie-isabelle Vives and Louis Mesnard Microbiology Laboratory & Gynaecology Obstetric Ward, Centre Hospitalier
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DESCRIPTION
The CHROMagar™ Strep B is used for the colorimetric differentiation of Streptococcus agalactiae (GBS) based on the color of the colonies.

INTRODUCTION

Approximately 10-35% of women are asymptomatic carriers of Group B Streptococcus (GBS) in their genital and gastrointestinal areas. GBS
remains the leading cause of severe disease and death in neonates, and therefore the detection of GBS in the vaginal and cervical region is
crucial for preventing neonatal GBS disease. Several studies have shown that the incidence of neonatal sepsis and meningitis caused by GBS
disease is currently 0.5-3 cases per 1,000 births, although there are significant geographical and racial differences. The mortality rate of these
cases has decreased today due to early prevention. Since Group B Streptococcus causes asymptomatic disease in adult women, it is important
to identify carrier status so that effective therapeutic intervention can be implemented. The Centers for Disease Control and Prevention (CDC)
recommend screening all pregnant women for vaginal and rectal GBS colonization between 35 and 37 weeks of gestation using an enrichment
broth (LIM RambaQUICK™ Strep B) or (TODD-HEWITT BROTH W/ C.N.A.), followed by subculturing onto COLUMBIA C.N.A. (Sheep Blood) and
CHROMagar™ Strep B.

PRINCIPLE OF THE METHOD

CHROMagar™ Strep B allows for the rapid and reliable detection of Streptococcus agalactiae (GBS) from clinical samples within 24 hours.
Peptones and yeast extract provide the necessary nutrients. Selective agents inhibit the growth of Gram-negative bacteria, fungi, and most
Gram-positive cocci. The chromogenic substrates are cleaved by specific microbial enzymes, releasing insoluble colored compounds.
Streptococcus agalactiae utilizes a combination of these chromogenic substrates and cleaves them with enzymatic production, resulting in
pink-purple colonies. Other Gram-positive cocci that grow may use the other chromogenic substrates and produce blue colonies. If none of the
chromogenic substrates are utilized, colorless or white colonies will develop.

FORMULA g/litre
Chromogenic mix 2,2
Peptones and yeast extract 20.0
Salts 7,5
Growth factors mix 8ml
Selective mix 0,25
Agar 15,0

Appearance: Gray transparent.
Final pH 7.3 £0.2in 25 °C.

PRECAUTIONS

CHROMagar™ Strep B 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 TRANSPORTS CONDITIONS

The plates should be stored at 2-12 °C within their packaging until the time of use. Prolonged storage at temperatures below 2 °C can create
excess moisture inside the material, which may lead to contamination. Freezing, even momentarily, destroys the material. Excessive heating
should also be avoided. The plates can be used up until the expiration date indicated on the label. For transport, stability studies have shown
that the plates can remain at 6-25 °C for 4 days or at 25—40 °C for 48 hours without affecting the product's performance.

USAGE
Sample collection: For prenatal GBS testing, take one or two swabs from the vaginal/rectal areas. Vaginal cultures should be collected between
35 and 37 weeks of pregnancy.
Usage instructions:
e Inoculate the swab directly into LIM RambaQUICK Strep B (CODE: 080641) or TODD-HEWITT BROTH W/ C.N.A. (CODE: 080516).
e Incubate aerobically for 18-24 hours at 35-37 °C.
e After incubation, inoculate 10 pul onto CHROMagar™ Strep B.
e Inoculate the sample at one edge of the agar plate and then perform serial streaking with the loop in parallel lines to create isolated
colonies.
e Incubate the plates for 18-24 hours at 35-37°C in aerobic conditions.



INTERPRETATION OF RESULTS

Streptococcus agalactiae (GBS) forms colonies with a deep pink-purple color and is easily differentiated from other bacteria.
Enterococcus faecalis forms colonies with a blue color.

Streptococcus pyogenes (GAS) is inhibited or grows poorly, forming colonies with a white-pink color.

Lactobacilli do not grow or grow poorly, forming very small colonies with a light pink color.

LIMITATIONS OF THE METHOD

Incubation in CO2 may lead to false-positive cultures.

Rare strains of Group B Streptococcus may require an additional 24 hours of incubation for satisfactory colony size.

Some strains of Group C, F & G Streptococci may form purple colonies.

Certain microorganisms may form very small colonies with a light pink color, such as Aerococcus, Lactobacillus, Lactococcus, and Leuconostoc.
Most Group A Streptococcus grows poorly with purple, falsely positive colony color.

However, they can be differentiated with the PYR test:

PYR (+) -> Strep A.

PYR (-) -> Strep B.

A few strains of Staphylococcus may form purple colonies.

However, they can be differentiated with a Catalase test:

Catalase (-) -> Strep B.

Catalase (+) -> Staphylococcus.

Final identification should be done with biochemical and serological tests (e.g., Microgen Strep Latex Test, code: M47CE) and can be
performed directly from suspected rose-purple GBS colonies.

GENERAL CHARACTERISTICS OF QUALITY CONTROL

Microorganism Groeth — Colony Colour
Streptococcus agalactiae Deep pink - purple
ATCC® 13813

Enterococcus faecalis Metallic blue

ATCC® 29212

Escherichia coli Inhibited

ATCC® 25922
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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™ Strep B - €

EIAOZ KQAIKOZ ZYIKEYAZIA DYAAZH XPONOZ ZQHZ
Plate 9cm 010362 10 pieces 2-12 °C 2 months
Plate 6cm 050362 10 pieces 2-12 °C 2 months

Produced in Greece by Bioprepare in accordance with the requirements of the European directive 98/79/EK. FEK B2198/2-10-2009. Code EDMA 14 01 04 02.
Bioprepare company has been certified according to standards EN ISO 9001:2015 / EAOT EN ISO 13485:2016 DY8d/1348/2004.
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