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Indicadores Bioldgicos
Biological Indicators

Para la descontaminacion con Calor Himedo
For Moist Heat decontamination

Para el tratamiento de Residuos Médicos

For Medical Waste disposal treatment

BT80

© BIONOVA®

Orificio con papel especial /
Hole with special paper
Tapa plastica /
Plastic cap
— Tubo plastico /
Plastic tube
Etiqueta identificadora /
Identification labe
Ampolla de vidrio con medio de cultivo indicador /
Glass ampoule with growth indicator media
. Portador con esporas bacterianas /

Carrier with bacterial spores

Certificado de calidad
Quality Certification

Bionova® BT80
Descontaminacion por Calor Himedo
Moist Heat decontamination

Bacillus atrophaeus ATCC 9372
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Survival time = not less than (log,  labeled population - 2) x labeled D-value
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UFC/CFU

min.
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Tiempo de muerte /

Kill time
Kill time = not more than (log,, labeled population+ 4) x labeled D-value

Valor Z / °C
Z-value

Parametros determinados al momento de la fabricacién segin normas
1SO 11138-1 e IRAM 37102-1. Los valores presentados son reproducibles
solo bajo las mismas condiciones en las cuales fueron determinados.

Parameters determined at time of manufacture according to I1SO 11138
(Parts 1) and IRAM 37102 (Parts 1) standards. The shown values are
reproducible only under the same conditions under which they were
determinated.

Lic. Adrian J. Rovetto
Director Técnico
Quality Assurance Director
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Industria Argentina - Made in Argentina

Fabricado por: Terragene S.A. - Gliemes 2879 - (2000) Rosario - Santa Fe - Argentina

Biyolojik indikator BT80

Kuru 1s1 dekontaminasyonu igin

Biological Indicators BT80

For Moist Heat decontamination

Tarkge

Ozellikler

Her tlp, bir tagiyici igine gémilii Bacillus atrophaeus ATCC 9372
sporlarinin bir popiilasyonunu igerir.Ayni zamanda, cam ampul
icerisinde bulunan bir besiyeri orta maddesine sahiptir.

Uriin Agiklamasi

Bionova® BT80 biyolojik indikatori, nemli 1si dekontaminasyonu
slreclerinin izlenmesi igin 6zel olarak tasarlanmistir.
Dekontaminasyon iglemi bagarisiz oldugu takdirde,gdsterge
ortami inkiibasyondan sonra 37+2 °C'de sariya ddnerek canli
Bacillus atrophaeus sporlarinin varhgini belirtir.

Dekontaminasyon islemi basarili olursa,gésterge ortami
inkibasyondan sonra orijinal renginde kalacaktir.Son okuma,
37+2°C’'de 48 saat inkiibasyondan sonra gergeklestiriimelidir.

Uyan!

BT80 biyolojik indikatéri,tasarlandiginin disinda buha
sterilizasyon  ¢evrimlerini, kuru sicagi, kimyasal buhar
etilen oksit, radyasyon veya diger sterilizasyon islemlerin
izlemek igin kullanmayin

Biyolojik indikatdrleri tekrar kullanmayin.

Depolama

30-80% bagil nem, 10 - 30 °C arasindaki sicakliklarda karanlik

bir yerde saklayin.

Dondurmayiniz.

Biyolojik indikatorleri sterilize ajanlarin veya diger

kimyasal UrGnlerin yakinina koymayin.

Kullanim talimatlari

1. Bionova® BT80 indikatdr tlpulnu,gdsterge etiketinde makine
numarasini (birden fazla olmasi durumunda), yik
numarasi ve igleme tarihi yazarak kimliklendirin.
2. Biyolojik indikatéri,dekontamine edilecek maddelerle
birlikte, tavsiye edilen dekontaminasyon uygulamalarina
uygun bir ambalaja yerlestirin.Bu paketi, dekontaminasyon
etmeni (nemli 1s1) igin erilemeyecegini dustnduginiz
alanlara yerlestirin.Genellikle ylklemenin merkezi sorunlu bir
alandir.
3. Normal sekilde devam edin.
4. Dekontaminasyon iglemi bittikten sonra,yik oda sicakligina
gelene kadar sogumaya birakin ve biyolojik indikatérii kulugka
icin ylkten gikarin.
5. Biyolojik indikatérde bulunan cam ampulll ezin ve 37+2 °C'de
inkube edin.

UYARI!:Islenmis bir indikatér her inkibe edildiginde pozitif
kontrol olarak islenmemis bir biyolojik indikatér kullanin.Pozitif
kontrol, dogru kulugka kosullarinin saglandigindan emin
olmanizi saglar.
6. Islenmis biyolojik indikatéri ve pozitif kontrol olarak kullanilan
indikatorti 37+2 °C'de maksimum 48 saat inkiibe edin.Okuma 10
saatlik uygun araliklarla yapilimahdir.

Besiyerini ortaminin sariya renk
dekontaminasyon igslemi  basarisizhginin
anlamina gelir48 saat sonra isleme girmis indikatérlerd
renk degisikligi olmazsa, final negatif sonu¢ eld
edilir, bdylece dekontaminasyon iglemi basariyl
sonuglanmistir.Pozitif  kontrol indikatoéri sonuglarin  gecerl
olabilmesi igin sari bir renk deisikligi gdstermelidir.

degisimi,  bi
meydana geldig

Olumlu olanlari kaydedin ve asagida gosterildigi gibi hemen atin.
UYARI! Biyolojik indikatdr test sonuglari negatif oluncaya

dek dekontaminasyon makinesini tekrar kullanmayin.(isleme
girmis indikator orijinal renginde kalir).

imha

Biyolojik indikatérleri Gilkenizin saglik ve emniyet yonetmeliklerine

g(‘ire imha_edin,Pozitif bié/olo'ik indikator bir q(ravite yer degi tirme
uhar sterilizatérinde 121°C'ta en az 20 dakika veya 132°Cta en

az 15 dakika veya vakum destekli bir buhar sterilizatériinde
134°C’ta 10 dakika sureyle otoklavlanabilir.

English

Composition

Each tube contains a population of spores of Bacillus atrophaeus ATCC
9372 soaked on a carrier. It also has a growth indicato medium
contained in the glass ampule.

Product description

Bionova® BT80 biological indicator is specifically designed for the
monitoring of moist heat decontamination processes.

If the decontamination process was not successful, the indicator
medium will turn to yellow after incubation at 37+2 °C, thus
indicating the presence of living Bacillus atrophaeus spores.

If the decontamination process was successful, the indicator medium
will remain the original color after incubation. The final readout
should be carried out after 48 hours of incubation at 37+2 °C.

Warning!

Do not use BT80 biological indicator for monitoring steam
sterilization cycles, dry heat, chemical vapor, ethylene oxide, radiation
or other different sterilization process for which it was designed.

Do not reuse biological indicators.

Storage

Store it in a dark place at temperatures between 10 - 30 °C, 30 - 80 %
relative humidity.

Do not freeze.

Do not store these biological indicators near sterilizing agents or
other chemical products.

Directions for use

1. Identify the Bionova® BT80 indicator tube by writing the machine
number (in case there is more than one), load number, and processing
date on the indicator label.

2. Place the biological indicator along with the items to be decontami-
nated in an appropriated package according to recommended
decontamination practices. Place this package in those areas which a
priori you consider most inaccessible for decontamination agent
(Moist Heat). Generally a problematic area is the center of the load.

3. Proceed as usual.

4. After the decontamination process has finished, allow the load to
cool until it is at/below room temperature and remove the biological
indicator from the load for its incubation .

5. Crush the glass ampoule contained in the biological indicator and
incubate at 37+2 °C.

IMPORTANT: Use a non-processed biological indicator as positive
control each time a processed indicator is incubated. The positive
control ensure that correct incubation conditions were met.

6. Incubate the processed biological indicator and the indicator used
as positive control for a maximum of 48 hours at 37+2 °C. Reading
should be performed at convenient intervals of 10 hours.

A color change to yellow of the growth indicator medium means a
decontamination process failure has occurred. If after 48 hours there
is no color change in the processed indicators, a final negative result is
obtained, thus the decontamination process was succesful. The
positive control indicator should show a yellow color change for the
results to be valid.

Record the positive ones and discard them immediately as is shown
below.

WARNING! Do not reuse the decontamination machine until the
biological indicator test results are negative (process indicator remain
the original color).

Disposal

Discard 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, or at 134 °C for 10
minutes in a vacuum assisted steam sterilizer.



