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miokiology  IPOION: THIOGLYCOLLATE W/ RESAZURIN (USP), (E.P.) :;‘g ’;;’);25“"’”"”“
KQAIKOI: 060114 — 070114 IVD

NEPIFTPA®H
‘Evag Opemtikdg LwoC yia TNV KAAALEPYELX OEPOBLWV KOl AVAEPOBLWY ULKPOOPYAVIOUWY OE SOKLUEG OTELPOTNTOC.

APXH THZ MEOGOAOY

To THIOGLYCOLLATE W/ RESAZURIN XpnolUOTOLE(TOL Ylot TNV QVIXVEUCN MULKPOOPYAVIOUWY Of SOKIUEC OTeLPOTNTAG, CUUPWVA HE TNV
Qoappakormotia Twv HMNA Kol CUMHOPPWVETAL LE TLG TUTIOTIOLAOEL TIOU TIEPLYPAdOVTOL AEMTOUEPWS OTN BpeTavikny kat Tnv Eupwmaikn
Qappakomotia otnv mapdypadog 2.6.1. (Ztewpdtnta). H memtdvn kaleivng mapexel alwto, Prtapiveg, pétadla kal apwvoséa anapaitnTa ylo
v avamtuén. To ekxUAwopa 0ung eivat mnyn Butaplvwy, aitepa tg opddag B. To BOeloyAukoAlkd vatplo €§0USETEPWVEL TO
BaKTNPLOOTATIKO QTTOTEAECUO TWV XPNOLUOTIOLOUUEVWY EVWOEWV WC OUVTNPNTIKA ot GOPUOKEUTIKA okeudopata, €l8KA evéolpa. To
BeloyAUKOALKO VATPLO Kal N L-kuoTivn xapunAwvouv To Suvaulko peiwong tng ofeidwong Pe TV amopdkpuvon Tou ofuyovou yla va SlatnpnBel
£€va XapunAo pH. H 8g€tpoln eivat mnyn evépyelag kat BonBadel oe pia taxeia kat Suvapikn avamtuén. To xAwplouxo vatplo mapéxel Bactkolg
NAEKTPOAUTEG Kat Slatnpel TNV 0opwTIKN Loopportia. H pefacoupivn eival évag deiktng ofelbwong, mou petatpénetal ano pol (aepdPla) ot
axpwpo (avaepofleg cuvOnkeg). To BaktnploAoylkod ayap kabuotepel tn Stacmopd tou CO2 kat tn Staxuon tou 02. Autd to pEco Sev elval
amapaitnto va xpnoluomotnBel pe KomdkL epUNTIKA KAELOTO N va emwaotel oe el8ka doyeia yla avoepofleg ouvOrikeg. OL avaepofiot
opyaviopol avantiooovtal otov MuBpéva tou cwAnva, ta Hikpoaepodha otn HECN TOU HECOU Kal Ta agpOPLO OTO AVWTEPO OLELOWUEVO
oTPpWHA.

ZYNOGEzH g/litre
Pancreatic Digest of Casein 15.00
Glucose Monohydrate 5.00
Yeast Extract 5.00
Sodium Chloride 2.50
L-Cystine 0.50
Sodium Thioglycollate 0.50
Resazurin 0.001
Bacteriological Agar 0.75

Epdavion: Zwpudg pnel pe pol SaktuAlo.
TeAko pH 7,1 £ 0.2 otoug 25 °C

NMPOMYAAZEIZ

To THIOGLYCOLLATE W/ RESAZURIN eivadt in vitro epyaotnplakd Stayvwotikd UAKO Kol TIPETEL val XELPLZeTal ovo amd e€eldikeupéva dtopa
Tou epyaotnpiou. To UALKO QUTO TEPLEXEL TIEMTOVEG Kal ekXUAlopata Iwikng mpoéheuond. Ta TLOTOMOLNTIKA YLl TNV TIPOEAEUON KAl TNV
UYELOVOULKN KATAoTaon Twv {wwv Sev eyyuovial MANPpWE TNV amouoia Petadidopevwy maboyovwy mapayoviwy. M’ autd cuvioTtatal autd ta
UALKA va avTLHETWTTIZovVTOL WG SUVNTIKWG LOAUCUATIKA KAl PE THPNON Twv ouvhnBwv HETpWVY acdaleiog (va un Aappavovtal and tnv TEMTIKA
1 TNV avanveuoTik 066). O XepLoMog Twv TPUPAlwy va yivetal mavta pe yavtia kat péoa oe Laminar flow Class I, yia va amode Uyovtal
EMUOAUVOELG KUPLWG artd campoduTikoUg Hukntes. Edv to tpuPAlo sival paylopévo 1 To 0akoUAAKL TPUTILO, [N TO XPnolpomolioete. Mn
xpnotuomnoleite ta TpuPAia edv mapouotdlouv evdeifelg UkpoBLlakig HoAuvong. To maxog Tou dyap MPEMEL va ival 4 - 5 mm Kal T0 UALKO
XWPIG pwYHES, EnpdtnTta ) GAAa onpeia aAhoiwong. Metd tnv nuepopnvia ARewg to UAKO eival akatdAAnAo yla xpron. e mepimtwon
enadng pe to Sépua MAEVOUUE apéowG He ddBovo vepd kal camolvl. Ta BeTikd deiyparta mpénel va kataotpédpovtal cUUPWVA UE TOUG
KQVOVEG UYLELVIG Ttou TipoBAEmovTaL yLa T SLaxeiplon LOAUCUOTIKWY SELYLATWVY.

2YNOHKEZ AMOOHKEYZHX

Ta cwAnvapia npémnet va puldcoovtal oToug 2 — 25 °C YEoa 0Tn CUOKEUQOLA TOUG MEXPL TN OTLYUN TNG XPNong Toug. H katdauén akdua kat
otlypiaia, kataotpedel to UAKO. Emtiong va amodelyetal thv untepBoAkn Bépuavon. Ta cwAnvapla sival Suvatov va xpnaotponotnBouv péxpt
™V nuepounvia Aiéng mou avaypddetal otnv eTkéta. MNa tnv petadopd oL peAéteg otabepotntag pag E5elfav OTL T CWANVAPLOL UIMOpPOoUV va
TIopapEivouv oToug 6 - 25 °C yia 12 pveg 1) otoug 25 - 40 °C yla 72 wpEeg, Xwpig va emnpeactel n anoddoon tou mpoidvtog.

TPOMOX XPHZHZ

H Evpwnaikn Pappakomnotio cuviotd to ev Aoyw Héco otnv mapdypado 2.6.1. Itelpotnta ta €€ng: Mo Ta mMPolovIa MoU MEPLEXOUV Eval
ouVTNPENTIKO HEUBPAVNG TTou Sev pmopel va SokiacTel pe tn uéBodo SOnong pe uepBpavng, emwdletatl oe THIOGLYCOLLATE W/ RESAZURIN
otoug 20-25 ° C kal pmopet va xpnotpomnotnBei avti tou pécou soya-bean casein digest medium. o SokLur mpoaywyng avantuéng agpopLwy,
avaepOBLWVY Kot LUKATWY, epBoAidote oto THIOGLYCOLLATE W/ RESAZURIN £va pikpd aptbuo, oxt neplocotepo arnod 100 CFU, and Clostridium
sporogenes ATCC 11437, Pseudomonas aeruginosa ATCC 9027 kat Staphylococcus aureus ATCC 6538. N 0TelpOTNTA, ENWACTE Ta Selypata yla
14 nuépes.

ANAINQZH KAI EPMHNEIA
E€etdote T CWANVAPLA LOKPOOKOTIKA Yo aAayEg otn Slalyeta kot thv eudavion Tou UALKoU (@oAepdtnrta, nua).
Kévte umtokaAAiépyela og l8Ikd TpuBAia yio agpofia kat avagpoBila avamtuén.

MEPIOPIZMOI THZ MEGOAQY
Juviotdtat n dte€aywyn BLOXNULKWY SOKLUWY, OTLG LELOVWUEVEG QTTOLKIES yLaL TTAPN avayvwpLon.



FENIKA XAPAKTHPIZTIKA NOIOTIKOY EAENXOY

Mwkp6Bio Avarnrtuén Inoculum cfu/ml Recovery Rate %
*Staphylococcus aureus ATCC 6538 KoAn <100 >70
*Clostridium sporogenes ATCC 11437 Ko <100 >50
*Pseudomonas aeruginosa ATCC 9027 KoAn <100 >50

*3opdwva pe tnv Evpwrnaikh Qappakonotia. Tuykévipwon Baktnpiwv > 100 cfu/ml. Enwdote otoug 30-35 ° C yla > 3 npéPeg.

AMNMOPPIWH TOY YAIKOY XTA ANNOBAHTA

Ta UAkA Tou Sev mapouaotalouv kauia avamtuén pnopet va Bswpnbolv wg un emkivbuva amdBAnta kat va anoppintoviatl avaloya. Ta
UALKQ TIOU TTOpOUGLAZOUV QVATTTUEN OUMOLKLWVY TIPETEL va. artoppintovtal cUpdwva Pe TIC 08nNYIeC yia LOAUOUATIKA 1 SUVNTIKOG MOAUCHATLKA
anopAnta. To gpyaotriplo eival umelBLVO yla TN CwWoTr SLaXElPLoN TwV MOAUCUOTIKWY amoBARTwWY clupdwva pe T ¢von kal to Pabuo
ETUKLVOUVOTNTAG TOUG KO TIPETIEL VL TaL SLaxelplleTal Kal va Ta amoppintel (i va avaBetel tn Slaxeiplon kot anoppudr) Toug) cuud wva e Toug
€KAOTOTE LOXUOVTEG KAVOVLOUOUG.

NPOAIATPADEZ

THIOGLYCOLLATE W/ RESAZURIN - (3
EIAOZ KQAIKOZ ZYIKEYAZIA DYNAZH XPONOZ ZOQHZ
®oAisto 100ml 060114 10 tepdyLa 2-25°C 12 pAveg
JwAnvapto 7ml 070114 20 TepaxLo 2-25°C 12 purveg

Mapdyetat otnv EAMGSa and tnv etaipeia Bioprepare cUpdwva pe tov kavoviopuo (EE) 2017/746.
BAZIKO UDI-DI: 5212037714010201W5. EDMA: (14 01 02 01) Media in Tubes (solid & liquid).
H etatpeia Bioprepare éxeL miotonoinBsi cupdwva pe ta mpdtuma: EN ISO 9001:2015 / EAOT EN I1SO 13485:2016 AY86/1348/2004.
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DESCRIPTION
A nutrient broth for the cultivation of aerobic and anaerobic microorganisms in sterility testing.

PRINCIPLE OF THE METHOD

THIOGLYCOLLATE W / RESAZURIN is used to detect microorganisms in sterility tests, according to the US Pharmacopoeia and complies with the
formulations detailed in the British and European Pharmacopoeia in Section 2.6.1. (Sterility). Peptone casein provides nitrogen, vitamins,
minerals and amino acids essential for growth. Yeast extract is a source of vitamins, particularly of group B. Sodium thioglycolate neutralizes
the bacteriostatic effect of the compounds used as preservatives in pharmaceutical preparations, especially injectables. Sodium thioglycolate
and L-cystine lower Oxidation reduction potential by removing oxygen to maintain a low pH. Dextrose is a source of energy and helps with
rapid and dynamic growth. Sodium chloride provides basic electrolytes and maintains osmotic balance. Resasurin is an oxidation index, which
is converted from pink (aerobic) to colorless (anaerobic) conditions. Bacterial agar delays the dispersion of CO2 and the diffusion of 02. This
medium is not necessary to be used with a tightly closed lid or to be incubated in special containers for anaerobic conditions. Anaerobic
organisms are grown at the bottom of the tube, microarrays in the middle of the medium and aerobes in the upper oxidized layer.

FORMULA g/litre
Pancreatic Digest of Casein 15.00
Glucose Monohydrate 5.00
Yeast Extract 5.00
Sodium Chloride 2.50
L-Cystine 0.50
Sodium Thioglycollate 0.50
Resazurin 0.001
Bacteriological Agar 0.75

Appearance: Beige flower with pink ring.
Final pH 7.1 £ 0.2 at 25 °C.

PRECAUTIONS

THIOGLYCOLLATE W / RESAZURIN 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 - 25 ° 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 plates may remain at 6 - 25 ° C for 12
months or at 25 - 40 ° C for 72 hours, without affecting the performance of the product.

USAGE

The European Pharmacopoeia recommends this instrument in paragraph 2.6.1. Infertility:

For products containing a membrane preservative which cannot be tested by the membrane filtration method, it is incubated in
THIOGLYCOLLATE W / RESAZURIN at 20-25 ° C and can be used instead of the soya-bean casein digest medium. For an aerobic, anaerobic and
fungal growth assay, inoculate at THIOGLYCOLLATE W / RESAZURIN a small number of not more than 100 CFU of Clostridium sporogenes ATCC
11437, Pseudomonas aeruginosa ATCC 9027, and Staphylococcus aureus ATCC 6538. For sterility, incubate samples for 14 days.

GENERAL CHARACTERISTICS OF QUALITY CONTROL

Microorganism Growth Inoculum | Recovery
cfu/ml Rate %

*Staphylococcus aureus Koahn <100 >70

ATCC 6538

*Clostridium sporogenes KoAn <100 >50

ATCC 11437

*Pseudomonas KoAn <100 >50

aeruginosa ATCC 9027

* According to the European Pharmacopoeia. Concentration of bacteria> 100 cfu / ml. Incubate at 30-35 ° C for> 3 days.



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

THIOGLYCOLLATE W/ RESAZURIN (USP) - «€

PRODUCT CODE PACKING STORE SELF LIFE
Bottle 100ml 060114 10 pieces 2-25 °C 12 months
Tube 10ml 070114 20 pieces 2-25 °C 12 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 1SO 9001:2015 / EAOT EN ISO 13485:2016 DY8d/1348/2004EN ISO 9001:2008 /
AY85/1348/2004.
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IN VITRO MANUFACTURER'S DATA

Bioprepare

G. PAPANIKOLAOU & CO

PRODUCTION LABORATORIES OF CULTURE MEDIA
Potamou 5, Industrial Area Keratea, Attica

P.O. Box: 4893, Postal Code: 9001 - Tel: +30 2299066113. Fax: +30 2299066112
E-mail: bioprepl@otenet.gr

www.bioprepare.gr
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