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') Super Rapid Readout Fluorescence System

Orificio con papel especial /

Hole with special paper

Tapa plastica /

Plastic cap

Tubo plastico /

Plastic tube

Etiqueta identificadora /
Identification label

Indicador quimico /

Chemical indicator

Ampolla de vidrio y medio de cultivo /
Glass ampoule and growth medium
Filtro /

Filter

Portador de esporas /

Spores carrier

Producto Autorizado por ANMAT PM 1614-1

Certificado de calidad
Quality certification
Bionova® BT222

Esterilizacién por Vapor / Steam sterilization
Geobacillus stearothermophilusATCC 7953

Poblacién / Population UFC/
CFU

Valor D (121 °C)/ D - value min.

Tiempo sobrevida / Survival time min.

Survival time = (log, , labeled population - 2) x labeled D-value

Tiempo de muerte / Kill time. min.

Killtime = (log,, labeled population + 4) x labeled D-value

Valor D (135 °C)/ D - value min.

Tiempo sobrevida / Survival time min.

Survival time = (log,, labeled population - 2) x labeled D-value

Tiempo de muerte / Kill time: min.

Kill time = (log, , labeled population + 4) x labeled D-value

Valor Z/ Z-value °C

Sensibilidad del Sistema/ System Sensitivity:

(*) Sensibilidad = (N° Positivos a los 7 dias) - (N° de falsos negativos) X 100
Sensibilidad: > 97% (N° Positivos a los 7 dias)

Parémetros determinados al momento de la fabricacion segun normas ISO 11138-1: 2006, ISO
11138-3: 2006 e IRAM 37102: 1999 (Partes 1y 3). Los valores presentados son reproducibles solo
bajo las mismas condiciones en las cuales fueron determinados.

Parameters determined at time of manufacture according to 1SO 11138-1: 2006, ISO 11138-3: 2006
and IRAM 37102: 1999 (Parts 1 and 3) standards. The values shown are reproducible only under the
same conditions under which they were determined.

1SO and USP Compliant
ATCC is a registered trademark of American Type Culture Collection.

Lic. Adrian J. Rovetto
Director Técnico
Technical Director

Uso exclusivo para profesionales e Instituciones Sanitarias.

Biological Indicators BT222

For Steam sterilization

Composition
Bionova® BT222 Biological Indicator consists of a plastic tube with a plastic cap with holes and a steam
permeable barrier. Each tube contains a population of Geobacillus stearothermophilusATCC 7953 spores soaked
on a paper strip (spores carrier) and a purple color culture medium within a glass ampoule, which is over a filter
and the carrier on the base of the tube

Product description
Bionova® BT222 Super Rapid Readout Biological Indicators have been designed quick and easy monitoring of
steam sterilization cycles at 121-135 °C.

Super rapid readout: 1 hour

The Super Rapid Readout must be carried out in Bionova® IC10/20FR Reader Incubator, which is capable of
performing an early detection of the fluorescence emission of the product resulting from breaking a specific
substrate on the spores carrier. Fluorescence is produced when the reader stimulates the carrier with UV light at
360 nm. Final reading of negative results is readily available at 1 hour incubation. It is a direct process of the
germination and growth of Geobacillus stearothermophilusspores which have survived the sterilization process
(positive result). Furthermore, a failure in the sterilization process can also become evident by the color change of
the medium. Due to the high sensitivity of the fluorescence results after 1 hour, conventional incubation for color
change of BT222 Super Rapid Readout Indicator is not an advantage.

Warning!

Do not use Bionova® BT222 Biological Indicators to monitor sterilization cycles not mentioned in instructions for
use. Do not use Bionova® BT222 Biological Indicators to control EO, Dry Heat, Formaldehyde or other sterilization
processes. Do not reuse the biological indicators.

Storage
Better stored in the original box under the next conditions: 10-30 °C temperature, 30-80 % Relative Humidity.
Do not freeze. Do not store biological indicators near sterilizing agents or other chemical products.

Instructions for use

1. Identify the Bionova® BT222 Biological Indicator by writing the sterilizer number (in case of having more than

one sterilizer), load number and processing date on the label

2. Pack the biological indicator along with materials to be sterilized in an appropriate package according to

recommended sterilization practices. Place the package in those areas which a priori you consider most

inaccessible for the sterilizing agent (Steam). Generally, a problematic area is the center of the load and near the
joor.

3. Sterilize as usual

4. After the sterilization process has finished, open the sterilizer door, wait five minutes and remove the biological

indicator from the package. CAUTION! Wear safety glasses and gloves when removing the Bionova® BT222

biological indicator from the sterilized package. WARNING! Do not crush or handle the biological indicator

excessively, since this might cause the glass ampoule to burst.

5. Let the biological indicator cool until it reaches room temperature.

6. Check the chemical indicator on the label of the biological indicator. A color change to brown indicates that the

biological indicator has been exposed to steam. IMPORTANT: This color change does not evidence the process

effectiveness to achieve sterility. If the chemical indicator color has not changed, it is necessary to check the

sterilization process.

7. Press the cap to seal the tube. Then, break the ampoule contained in the biological indicator. This may be done

in 3 different ways

A- With an ampoule crusher.

B- Manually, wearing protective gloves to avoid injuries. To do this, take the tube by placing your index finger and

thumb on the space between the cap and the line of chemical indicator and then compress the tube.

C- With the ampoule crusher placed within the top of IC10/20FR s Incubation area.

Then shake the tube down vigorously, with movements similar to those performed to lower the temperature in a

mercury thermometer, until the medium reaches the base of the tube and soaks the spores carrier entirely. Finally,

place the biological indicator in the incubator.

IMPORTANT: Use a non-sterilized biological indicator as a positive control in order to ensure that correct

incubation conditions were met; capability of medium to promote rapid growth; viability of spores has not been

altered due to improper storage temperature, humidity or proximity to chemicals and proper functioning of

IC10/20FR Bionova® Incubator. Both the positive control indicator and the processed indicator should belong to

the same batch

8. Incubate the processed biological indicator and the indicator used as positive control for a maximum of 1 hour

at 60+2 °C for the Super Rapid readout.

Fluorescence detection by the reader (stimulation at 340-380 nm/emission at 455-465 nm) means a failure in the:

sterilization process. If no fluorescence is detected at the end of the 1 hour incubation, then the result is negative

(sterilization process has been effective). The indicator used as positive control must be detected as such by the

reader.

Record the results and discard biological indicators immediately as explained below.

WARNING! Do not resuse the sterilizer until the biological indicator test result is negative.

Visual confirmation: 48 hours

Optionally, you can perform a visual color-change confirmation after a 48-hour incubation. If the sterilization
process hasn't been successful, culture medium will change to yellow during incubation at 60 °C, indicating the
presence of living spores. If sterilization was successful, culture medium will remain purple after the incubation
process,

A definitive negative result is obtained after the 48-hour incubation.

The positive control must show a color change from purple to yellow for results to be valid

Readout time:

A 7-day readout is optional and not intended to be routinely performed. This is an initial validation of the 1-hour
reading.

The 1-hour super rapid readout and the optional 48-hour visual pH color change incubation times have been
correlated with a 7-day incubation period following the FDA's Reduced Incubation Time protocol. Sterilized
indicators were examined at 48 hours and 7 days for detection of a visual pH color change. The 1-hour
fluorescence change readings and the 48-hour visual pH color change readings were compared to the 7-day visual
pH color change readings to determine the readout time of the indicator.

Bionova® BT222 Biological Indicators have 1-hour reduced incubation time results that correlate to the 7-day (168
hours) visual readout results in = 97 % of cases.

Bionova® BT222 Biological Indicators have 48-hour incubation results that correlate to the 7-day (168 hours)
visual readout results in = 97 % of cases.

Due to the high reliability of the 1-hour fluorescent result there is no advantage to incubating Bionova® BT222
biological indicators beyond 1 hour.

NOTE: If 7-day readout is made, a humidified incubator will be required to avoid media dry out.

Monitoring frequen

Follow facility Policies and Procedures which should specify a biological indicator monitoring frequency compliant
with professional association recommended practices and/or national guidelines and standards. As a best
practice and to provide optimal patient safety, Terragene recommends that every steam sterilization load be
monitored with an appropriate biological indicator.

Disposal

Bls are normally discarded after the fluorescent readout result has been recorded. Dispose biological indicators
after use according to your country’s healthcare and safety regulations. The positive biological indicator can be
autoclaved at 121 °C for at least 20 minutes, or at 132 °C for 15 minutes in a gravity displacement steam sterilizer,
orat 134.°C for 10 minutes in a vacuum assisted steam sterilizer.

Biyolojik indikatorler BT222

Buhar Sterilizasyonu igin

TR

Kompozisyon

Bionova® BT222 Biyolojik Indikator plastik tip ve buhar gegirgen bariyere sahip plastik delikli bir kapaktan olusur. Herbir tipte bir kagit seride (spor taslyicisi)
emdirilmis Geobacillus stearothermophilus ATCC 7953 spor poplilasyonu ve tipin alt kismindaki spor taslyic seridin Usttinde iginde mor renkli besiyeri bulunan
cam tip yer alir.

Oriin Tanimi
BT222 Bionova® Super Hizl Okumali Biyolojik indikatrler 121 °C - 135 °C buhar sterilizasyon iglem dongiilerinin hizli ve kolay takibi igin tasarlanmistir.

Siiper hizli okuma: 1 saat _

Siiper Hizli okuma Bionova® IC10/20FR Okuyucu Inkiibatérde yapilmalidir. Okuyucu inkiibator Grliniin spor tastyici tizerinde spesifik bir substratin reaksiyonu
sonucu olusan igimayi erken tespit edebilecek yetenektedir. Isima, okuyucunun tastyiclyl 360 nm UV isini ile uyarmasi sonucu olusur. 1 saatlik inkiibasyon sonrasi
negatif sonuglarin final okumasi elde edilir. Sterilizasyon islemi sonunda hayatta kalan Geobacillus stearothermophilus sporlari germinasyon ve bilyiime sonrasi
dogrudan tespit edilir (pozitif sonug). Sterilizasyon iglemindeki basarisizlik besiyerdeki renk degisimi ile de dogrulanabilir. 1 saat sonundaki isima sonuglarinin
yiksek duyarliigindan dolayi hizli okumali BT222 indikatoriin geleneksel inkiibasyonu artik bir avantaj degildir.

Uyani!
BT222 biyolojik indikatérleri kullanim yonergelerinde belirtiimeyen sterilizasyon déngdleri igin kullanmayin. Biyolojik indikatorleri tekrar kullanmayin.

Depolama
En iyi, orijinl kutusunda; 10-30 °C sicaklik, %30-80 bagil nem kosullari altinda depolanir. Dondurmayiniz. Sterilize edici ajanlar veya diger kimyasal Urdinlerin
yakininda depolamayiniz.

Kullanim Yonergeleri

1. BT222 Bionova® biyolojik indikatorl etiket tizerine sterilatér numarasi (birden fazla sterilatér olmasi durumunda), yik numarasi, ve islem tarihi yazarak
kimliklendirin.

2. Biyolojik indikatorii tavsiye edilen sterilizasyon uygulamalarina gére uygun bir paket iginde yik ile beraber paketleyin. Paketi sterilize edici ajanin (buhar)
ulagmasinin zor oldugunu diistindiginiz alana yerlestirin. Genellikle problemli alanlar yiik merkezi ve kapi yakinidir.

3. Normal bir sekilde sterilize edin.

4. Sterlizasyon iglemi bittikten sonra sterilatér kapagini agin, bes dakika bekleyin ve biyolojik indikatérii paket iginden gikarin. DIKKAT ! Bionova® BT222 biyolojik
indikatorl sterilize edilmis paketten gikarirken emniyet gozIigu giyin ve eldiven takin. UYARI! Biyolojik indikatore asir baski uygulamayin, cam amplin
patlamasina neden olabilir.

5. Biyolojik indikator oda sicakligina gelinciye kadar sogumasini bekleyin.

6. Biyolojik indikator etiketini kontrol edin. Rengin kahveye dénmesi biyolojik indikatoriin buhara maruz kaldigini bildirir. ONEMLI:  Etiketteki renk degisimi
sterilizasyon isleminin bir kaniti niteliginde degildir. Renk degisimi olmaz ise sterlizasyon isleminin kontrol edilmesi gerekir.

7. Kapaga asag! yonlu bastirarak tiipl izole edin. Sonra indikator igindeki cam ampdilii kirin. Bu 3 farkli sekilde yapilabilir.

A- Ampdil kiricryardimiile.

B- El yardimi ile; yaralanmayi énlemek igin koruyucu eldiven giyerek. Bu metot uygulanirken tiipl bas parmak ve isaret paramagi arasina alip bagparmak ile kapak
ve indikator etiket seridi arasina baski uygulanir.

C-1C10/20FR inkiibasyon alani Ustiinde yer alan ampil kirict yuvasi kullanilarak.

TUpu kuvvetlice sallayin ve civall termometre okumasi yaparken civanin asagi inmesine benzer bir sekilde besiyerin tlip tabanina inmesini ve spor tasiyicisini
islatmasini saglayin. Son olarak indikatorii inkibatore yerlestirin.

ONEMLI: Sterilize edilmemis bir biyolojik indikatérii pozitif kontrol olarak kullanin. Pozitif kontrol dogru inkiibasyon kosullarinin saglandigini / besiyerin hizli
blytmeye yardimei oldugunu/ sporlarin canliiginin uygun olmayan depolama sicakligi, nem veya kimyasallara yakinlik dolayisiyla degisime ugrayip ugramadigi,/
IC10/20FR Bionova® inkiibatérin dogru galistigindan emin olmaya yardimei olur. Pozitif kontrol ve iglemden gegmis indikatériin ayni lot numarasina sahip
olmalidir.

8. islemden gegmis ve porzitif kontrol olarak kullanilan biyolojik indikatérii Stiper Hizll Okuma igin en fazla 1 saat boyunca 60+2 °C'de inkiibe ediniz.

Okuyucu tarafindan tespit edilen 1sima (uyarma 340-380 nm / emisyon 455-465 nm) sterilizasyon islemindeki bir basarisizliga isaret eder. 1 saatlik inkiibasyon
sonrasi floresans igima tespit edilmez ise sonug negatiftir (sterilizasyon islemi etkin). Pozitif kontrol olarak kullanilan indikator okuyucuda pozitif vermelidir.
Sonuglari kaydedin ve pozitif olanlar agagida agiklandigi tizere imha edin.

UYARI! Biyolojik indikator test sonuglari negatif oluncaya kadar sterilatori kullanmayin.

Gorsel Okuma: 48 saat

Opsiyonel olarak 48 saatlik inklibasyon sonrasi gorsel renk degisimi teyidi yapabilirsiniz. Sterilizasyon islemi basarisiz ise kiltir ortami 60 °C inkiibasyon
esnasinda sariya donerek canli spor varligina isaret edecektir. Sterilizasyon islemi basarili ise kiltir ortami inklibasyon iglemi boyunca mor renkte kalacaktir.
Kati negatif sonug 48 saatlik inkiibasyon sonrasi elde edilir.

Sonuglarin gegerli olabilmesi igin pozitif kontrol mordan sariya renk degisimi gdstermelidir.

Okuma zamani:

7 guinliik okuma opsiyonel olup rutin olarak yapilmasi 6ngériilmemistir. Bu 1 saatlik okumanin ilk validasyonu igindir.

1-saatlik stiper hizli okuma ve opsiyonel 48 saatlik gérsel pH renk degisim inkiibasyon streleri Azaltiimis inkiibasyon Zamani protokolii izlenerek 7-giinliik gérsel
okuma sonuglart ile karsilastirilir. Sterilize edilmis indikatorler gérsel pH renk degisim tespiti igin 48 saat ve 7 giin inceleme altina alinir. 1 saatlik floresans degdisim
okumalari ve 48 saat gdrsel pH renk degisim okumalari 7 giinltik gorsel pH renk degisim okumalari ile kiyaslanarak indikator okuma suresi tespit edilir.
Bionova® BT222 Biyolojik indikatorlerin 48 saatlik inkiibasyon sonuglari = 97 % oraninda 7 gtinliik (168 saat) gorsel okuma sonuglart ile uyumludur.

1 saatlik floresans okuma sonuglarinin yiiksek hassasiyetinden 6tirli Bionova® BT222 biyolojik indikatori 1 saatin 6tesinde inkiibe etmenin bir avantaji yoktur.
NOT: 7-ginlik okuma yapilacak olunursa besiyerin kurumamast igin nemlendirilmis inkiibator gerekecektir.

Okuma sikligi:

Tesisinizin profesyonel kuruluslarca tavsiye edilen ve/veya ulusal klavuz ve standartlarca belirlenmis uygulamalartyla uyumlu biyolojik indikatdr takip sikhgini
belirten Politika ve Prosedurlerini takip edin. En iyi uygulama ve optimal hasta emniyeti igin Terragene her buhar sterilizasyon yikinin uygun biyolojik indikator
ile izlenmesini tavsiye eder.

imha

Bi'ler normal olarak floresans okuma sonuglari kayit altina alinmasindan sonra atilirlar. Kullaniimis biyolojik indikatérleri tilkenizin saglik ve emniyet diizenlemeler-
ine gore imha edin. Pozitif biyolojik indikatér 121 °C'de en az 20 dakika, veya 6n-vakumsuz sterilatérde 132 °C'de 15 dakika, veya dn-vakumlu sterilatorde 134
°C'de 10 dakika otoklavlanabilir.
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Innovation in technologies for sterilization and disinfection control

Industria Argentina - Made in Argentina
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