EAAHNIKA

P .'Ekdoong:
5’0pf'epﬂfe OAHrIEZ XPHZHZ c € _H'oc 5009

— . . Beu :
kil npoioN: TODD — HEWITT BROTH W/ C.N.A. [ ND boa00e e
KQalKOz: 080516

MNEPITPA®H
To TODD — HEWITT BROTH W/ C.N.A. XpnOLUOTIOLE(TAL VLA TOV EKAEKTLKO EUNMAOUTIOMO TOU JTPEMTOKOKKOU TnG opddag B (Streptococcus
agalactiae).

EIZATQrH

Mepimou 1o 10-35% TWV YUVOLKWVY ELVAL QOUUMTWHUATIKOL POPEIS TwV OTPEMTOKOKKWY opddag B (GBS) ota yevvnTikd KOl yOOTPEVIEPLIKA
onuela. H GBS mapapével n kUpla attia coBapwv acBevelwv kal Bavatwy o veoyévvntoug MANBUCHOUG Kol wg K TOUTOU N avixveuon GBS
0TNV KOATIOTpaXUALKH TiEpLOXN €lval kplotun yia tTnv mpoAnyn tg voéoou GBS veoyvwv. Exouv Ste€axBel apkeTég €peuveg mou Seixvouv OTL N
ouxvotnta epdaviong veoyvikng ondng kot pnviyyitidag mouv odeiletal otn voco GBS eivat orjuepa 0,5-3 meputtwoelg ava 1.000 yevvnosLg,
OV KOl UTtAPXOUV ONUAVTLKEG YEWYPADLKEG KoL GUAETLKEG Sladopeg. Ot Adyol BvnoludTNTAG TWV MIEPUTTWOEWVY HELWVOVTAL GHUEPA AOYW TNG
gykaipng mpoAnding. EmMeldr) oL Stpentokokkol TG opadag B mpokaAoUV QCUUMTWHATIKY) VOOO O €VAALKEC YUVOLKEG, €lval onUOVTIKO va
TMPooSLOPLOTEL N KATACTACN TOU dOopE £TOL WOTE VO UNOPEL va epappooTel anoteheopatikn Bepaneutikn napépPBacn. To Kévipo EAéyxou
AcBevewwv (CDC) ouviota t Stahoyr OAwv Twv yKUWV YUVALKWY YLOL OTOLKLOMO KOATIKOU Kot 0pBikou GBS petagu 35 kat 37 eBdopddwv
kUNoN¢ xpnoluomolwvtag £va {wUo eprmloutiopol (TODD — HEWITT BROTH W/ C.N.A.) akohouBouUpevo amod urokaAAiépyeia oe COLUMBIA
C.N.A. (Sheep Blood) kat CHROMagar™ Strep B.

APXH THZ MEOGOAOY

To péoo kataokeudletal and Bdon Todd Hewitt mou amoteAeital anod €yxuon kapdidg Bodvol, memtdvn kot ekxUALopa 0UnG. To Bactko
pEoo eival SlapopdwUEvo yia va TTAPEXEL TA arapaitnTa BPEMTIKA CUCTATIKA YLt TNV AVATITUEN OTPEMTOKOKKWY. O GvOpaKaC Kal n EVEPYELD
napExovtal and tn yAukoln. To ¢wodoplkd SLVATPLO Kol TO avOpaKkLkd VATPLO XPNOLUEVOUV W PUOULOTIKA TIOU TEALKA TTPOOTATEUOUV TNV
atpoAucivn anod Ta o&€a mou mapdyovtal Katd tn {Uwon Tou udatavBpaka. H koAlotivn kat To VaALSLEKO 0L mpootiBevtal wg avaot aATiKol
TIOLPAYOVTEG EVOVTL TWV APVNTIKWVY KATA gram HULKPOOPYAVLIOHWY.

SYNOEZH g/litre
Heart Infusion 3.10
Bacteriological Peptone 20.0
Dextrose 2.0
Sodium carbonate 2.5
Sodium chloride 2.0
Disodium phosphate 0.4
Yeast Extract 10.0
Colistin 10mg
Nalidixic acid 15mg

Eudavion: Mmel Slauyég.
TeAko pH 7.6 = 0.2 otoug 25 °C.

MNPOMYAAZEIZ

To TODD — HEWITT BROTH W/ C.N.A. ivat in vitro epyaotnplako SLayvwoTiko UALKO KoL TIPETEL VOl XELPLETaL HOVO amod €EELSIKEUUEVA ATOMA
TOU €pyaotnpiou. To UAKO aUTO TIEPLEXEL TEMTOVEG Kal ekXUAlopata {wiKAG TpoéAeuonc. Tal TLOTOMOLNTIKA yla TNV TPOEAEUON Kol TNV
UYELOVOLKN Katdotaon Twv {wwv Sev eyyudvtal mARpwe tnv anoucio petadidopevwy maboyovwy napayoviwy. N’ autd cuviotdtol autd ta
UALKG Vo avTLLeTwrTi{ovTal WG SUVNTIKWEG LOAUCHATIKA Kol e THPNon Twv cuvhBwv pétpwy acdaleiog (va un AapuBdvovtal amod Tnv MEMTIKA
A TNV avarveuoTtik 080). O Xelplopog Twv TpuBAiwv va yivetal mavta pe yavtia kal péca os Laminar flow Class Il, yia va amodeUyovrtal
ETUHOAUVOELG KUPLWE amo oampoduTikolg HUKNTeS. Edv to tpuPAio eival paylopévo i To 6akoUAAKL TPUTILO, N TO XPNOLUOTOLAOETE. Mn
Xpnotpomnoleite ta TpuPAia edv mapouctalouv evdeifelg uikpoPlakng poAuvong. To mAxog Tou ayap MPEMEL va ival 4 - 5 mm Kal To UALKO
Xwplg pwyuég, Enpdtnta R A onpeio aAdoiwong. Metd tnv nuepopnvia Afewg to UAKG elval akatdAnAo ywa xpron. e mepintwon
enadng pe to €ppa MAEVOUpE apéows pe ddpBovo vepd kal camouvl. Ta Betikd Seiypata mpémel va kataotpédovtal oUWV |E TOUG
KQVOVEG UYLELVAG Ttou TipoBAEMoOvVTAL yia TN SLaxeiplon LOAUCUATIKWY SELYUATWV.

2YNOHKEZ AMMOOHKEYZHZ

Ta owAnvaptla npémnetl va ¢uldocovtal otoug 2 — 12 °C péoa oTn CUGKEUAOI TOUG EXPL TN OTLYMNA TNG XPriong Toug. H kataduén akoua Kat
otlypiaia, kataotpedel to UAKO. Emtiong va amodelyetal thv untepBoAkn Bépuavon. Ta cwAnvdpla sival Suvatov va xpnotponotnBoulv péxpt
™V nuepopnvia AREng mou avaypadetal oTnV TKETA. Ma TNV HeTadopd oL LEAETEC oTaBepOTNTAC Mag £6eL€av OTL TO CWANVAPLO UITOPOUV va
Tapapeivouv otoug 6 - 25 °C yla 3 nuéEPEG 1 otoug 25 - 40 °C yLa 24 wPECG, XwPLG va emnpeactel n anddoon Tou MPOIOVTOoG.

TPOMOZ XPHZHZ

SulMoyn Sswyudtwv: Ma mpoyswnuikn eé€taon GBS , mdpte éva i 8Uo emypiopata TwWV KOAMTUKWY / 0pOkWY TEPLOXWVY. Ol QUXEVLKEG
KaALEpyeLeg Sev elval amoSeKTEC. Ot KOATILKEG KAOANLEPYELEG TTPETEL va. GUAAEYOVTaL LETAED 35 Kal 37 eBSouadwy KUNoNg

Tpdmog xprong:

1. EvodBalpiote to otuled aneubeiag oto TODD — HEWITT BROTH W/ C.N.A.

2. Enwaote agpdfla yla 18-24 wpeg otoug 35-37 °C.

3. Meta tnv enwach, kavete untokaAALEpyela oe COLUMBIA C.N.A. (Sheep Blood) kat CHROMagar™ Strep B.




4. Enwadote ta TpuPAia yla 18-24 wpeg otoug 35-37°C og agpofLa atpoodatpa.

ANATNQZH KAl EPMHNEIA

Mapatnpnote TNV avamtuén B-alloAUTIKWY 1 1N ALUOAUTIKWY, Katd Gram Betikwv amolkiwv oto COLUMBIA C.N.A. (Sheep Blood) i pot
amolkiwv oto CHROMagar™ Strep B, apvnTKwv oTtnV KOTAAAGCH. XPNOLUOTIOLWVTAG UEUOVWLEVEG ATTOLKIEG TTPAYLOTOTIOLOTE OPOAOYLKEG
€€ETAOELG YL TNV AVIXVEUGN AVTLYOVOU STPEMTOKOKKOU ouadac B.

MNEPIOPIZMOI THZ MEGOAOY

To TODD — HEWITT BROTH W/ C.N.A. eivat évag ekAeKTIKOG {WHOG gumAouTiopol. EmumpdoBeteg SoKIUEG, cuumepAapuBavouévng Tng
umokaAALEpyelag o KATAAANAo dyap, KaBwg Kat BLOXNULIKEG 1} OPOAOYIKEG SOKLUEG XPNOLLOTOLWVTAG KABAPEG KAAAEPYELEG TIPEMEL VO
Sie€ayovtal yla mAnpn avayvwplon. Na nepltocotepeg mAnpodopieg, cupPouleuteite TI¢ KATAANAEG avadopEg.

FENIKA XAPAKTHPIZTIKA NOIOTIKOY EAEFXOY

Muwkpoopyaviopdg ATCC Avarntuén
Enterococcus faecalis 29212 Kahn
Streptococcus agalactiae (GBS) 12386 KoaAn
Streptococcus pyogenes 19615 KoAn
Escherichia coli 25922 AvaoTtéMeTal

AMNOPPIWH TOY YAIKOY 2TA ANOBAHTA

Ta UAKG Tou Sev mapouatdlouv Kapia avamtuén prnopet va Bswpnbolv wg un emikivbuva amdPAnta Kat va amoppintovral avaloya. Ta
UALKQ TIOU TTOPOUGLAZOUV QVATTTUEN OUMOLKLWV TIPETEL va. artoppintovtal cUpdwva Pe TIC 08nNYIeC yla LOAUCUATIKA 1 SUVNTIKOG MOAUCHATLKA
anopAnta. To gpyaotriplo eival umelBuvo yla T cwotr SlaxXelplon Twv HOAUCUATIKWY amoBARTwWY cUpdwva pe T ¢von kal to Paduo
ETUKLVOUVOTNTAG TOUG KO TIPETEL v TaL Slaxetplletal katl va Ta amoppintel (i va avaBetel tn Staxeiplon kat anoppudr) Toug) cUud wva e Toug
€KAOTOTE LOXUOVTEG KOVOVLIOUOUG,.

NPOAIATPADE:

TODD — HEWITT BROTH W/ C.N.A. - (3
EIAOZ KQAIKOZ ZYZIKEYAZIA DYNAZH XPONOZ ZQHZ
SwAnvapto 2ml 080516 20 tepaxa 2-12°C 3 pAveg

Mapdyetat otnv EAdda and tnv staipeia Bioprepare cUpdwva pe tov kavoviouo (EE) 2017/746.
BAZIKO UDI-DI: 5212037714010201W5. EDMA: (14 01 02 01) Media in Tubes (solid & liquid).
H etaipeia Bioprepare éxel motonownBei cUpdwva pe ta mpdtuma: EN 1ISO 9001:2015 / EAOT EN I1SO 13485:2016 AY86/1348/2004.
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DESCRIPTION
TODD — HEWITT BROTH W/ C.N.A. is used for the selective enrichment of Group B Streptococcus (GBS) (Streptococcus agalactiae).

INTRODUCTION

Approximately 10-35% of women are asymptomatic carriers of GBS in the genital and gastrointestinal tract. GBS remains a leading cause of
serious infections and neonatal mortality. Detecting GBS in the vaginal-rectal area is critical for the prevention of neonatal GBS disease. Studies
indicate that the incidence of neonatal sepsis and meningitis due to GBS infection ranges from 0.5 to 3 cases per 1,000 live births, with
significant geographical and ethnic differences. However, mortality rates have decreased due to early prevention strategies. Since GBS
infection is asymptomatic in adult women, carrier status must be identified to implement effective therapeutic interventions. The Centers for
Disease Control and Prevention (CDC) recommends screening all pregnant women for vaginal and rectal GBS colonization between 35 and 37
weeks of gestation using an enrichment broth (TODD — HEWITT BROTH W/ C.N.A.), followed by subculture on Columbia C.N.A. (Sheep Blood
Agar) and CHROMagar™ Strep B.

PRINCIPLE OF THE METHOD

The medium is based on Todd Hewitt broth, consisting of:

Bovine heart infusion, peptone, and yeast extract, providing essential nutrients for streptococcal growth. Glucose, supplying carbon and
energy. Disodium phosphate and sodium carbonate, acting as buffering agents to protect hemolysins from the acidic byproducts of
carbohydrate fermentation. Colistin and nalidixic acid, which suppress Gram-negative microorganisms, enhancing GBS isolation.

FORMULA g/litre
Heart Infusion 3.10
Bacteriological Peptone 20.0
Dextrose 2.0
Sodium carbonate 2.5
Sodium chloride 2.0
Disodium phosphate 0.4
Yeast Extract 10.0
Colistin 10mg
Nalidixic acid 15mg

Appearance: Beige clear.
Final pH 7.6 £ 0.2 at 25 °C.

PRECAUTIONS

TODD - HEWITT BROTH W / C.N.A. 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 Il, 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

Tubes should be stored at 2 - 12 °C in their packaging until they are used. Prolonged storage at a temperature below 2 °C creates enough
moisture in the material with risk of contamination. Freezing even instantly destroys the material. Overheating should also be avoided. Tubes
can be used until the expiry date on the label. For transport, our stability studies showed that the tubes may remain at 18 - 25 °C for 3 days or
at 27 - 40 °C for 24 hours, without affecting the performance of the product.

INSTRUCTIONS FOR USE

Sample Collection

For prenatal GBS screening, collect one or two swabs from the vaginal and rectal areas. Cervical cultures are not acceptable. Vaginal cultures
should be collected between 35 and 37 weeks of gestation.

Procedure

Inoculate the swab directly into the TODD — HEWITT BROTH W/ C.N.A. Incubate aerobically for 18-24 hours at 35-37°C. After incubation,
subculture onto: COLUMBIA C.N.A. (Sheep Blood Agar), CHROMagar™ Strep B. Incubate plates aerobically at 35-37°C for 18-24 hours.

RESULT INTERPRETATION
Observe for B-hemolytic or non-hemolytic Gram-positive colonies on COLUMBIA C.N.A. (Sheep Blood Agar).
Pink colonies on CHROMagar™ Strep B, which are catalase-negative, indicate GBS presence.



Perform serological tests on isolated colonies for Group B Streptococcus antigen detection.
LIMITATIONS OF THE METHOD
TODD — HEWITT BROTH W/ C.N.A. is a selective enrichment broth and not a confirmatory test. Additional subculture on appropriate agar, as

well as biochemical or serological tests, are required for full identification. For more details, refer to the appropriate references.

GENERAL CHARACTERISTICS OF QUALITY CONTROL

Microorganism Growth
Enterococcus faecalis ATCC 29212 Good
Streptococcus agalactiae (GBS) ATCC 12386 Good
Streptococcus pyogenes ATCC 19615 Good
Escherichia coli ATCC 25922 Inhibited

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
TODD — HEWITT BROTH - (€
PRODUCT [ cobE | PACKING [ STORE |  SELFLIFE
Tube 2ml I 080516 | 20 pieces I 2-12 °C | 3 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 02 01.
Bioprepare company has been certified according to standards EN ISO 9001:2015 / EAOT EN ISO 13485:2016 DY8d/1348/2004
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IN VITRO MANUFACTURER'S DATA
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