
B�olog�cal Ind�cators

          Data Sheet

         For Steam Ster�l�zat�on

SVSBI20MB�olog�cal Ind�cators
For Steam Ster�l�zat�on

Product Descr�pt�on

SVSBI20M Super Steam Rap�d Readout b�olog�cal �nd�cators for steam 
ster�l�zat�on processes have been des�gned for the fast and easy 
mon�tor�ng of vacuum ass�sted and grav�ty d�splacement steam 
ster�l�zat�on cycles at 121°C-134°C. They cons�st of plast�c tube, a 
spec�al filter; a spores carr�er and a glass ampoule w�th the culture 
med�um. The tube has a plast�c top w�th three holes and a barr�er 
permeable to steam.

Recommended use
Ster�l�zat�on process �nd�cator, To �nd�cate atta�nment of cond�t�ons for 
ster�l�zat�on.

Spec�ficat�ons
If ster�l�zat�on process was not successful, the purple culture med�a w�ll 
change to a green�sh gray and then to yellow, after �ncubat�on at 60±2°C, 
thus show�ng the presence of l�ve Geobac�llus stearotermoph�lus  ATTC 
7953  spores. If  the ster�l�zat�on process �s successful, the culture 
med�um w�ll rema�n after �ncubat�on process. The final negat�ve purple 
result �s obta�ned after 20 m�nute of �ncubat�on. 

Appl�cable standards 

ISO 13485
ISO 9001
ISO 11138-1 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 1: General requ�rements
ISO 11138-3 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 3: B�olog�cal �nd�cators for mo�st heat
ster�l�zat�on processes

Important 
You should use SVSBI20M Super Rap�d Steam b�olog�cal �nd�cators for 
only mon�tor�ng steam ster�l�zat�on.

Storage
Store �t �n a dark place and temperatures between 
-15-30ºC, 
-35-60 % relat�ve hum�d�ty.
Do not  freeze. 
Do not store these b�olog�cal �nd�cator near ster�l�z�ng agents or other 
chem�cal products.

Shelf L�fe
24  month. Ava�lable on box.

Important
A color change to yellow of the growth �nd�cator med�a means a 
ster�l�zat�on process fa�lure has occurred. If w�th�n 1 hours there �s no 
color change �n the processed �nd�cators, a final negat�ve result �s made 
(the ster�l�zat�on process was acceptable). 

D�sposal
D�scard b�olog�cal �nd�cators after use accord�ng to your country’s 
healthcare and safety regulat�ons. The pos�t�ve b�olog�cal �nd�cator can 
be autoclaved at 121 ºC for at least 20 m�nutes, or at 132 ºC for 15 
m�nutes �n a grav�ty d�splacement steam ster�l�zer, or at 134 ºC for 10 
m�nutes �n a vacuum ass�sted steam ster�l�zer.
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Biological Indicators

          Data Sheet

         For Steam Sterilization

SVSBI3HBiological Indicators
For Steam sterilization

Product Descr�pt�on

SVSBI3H Steam Rapid Readout biological indicators for steam 
sterilization processes have been designed for the fast and easy 
monitoring of vacuum assisted and gravity displacement steam 
sterilization cycles at 121°C-134°C. They consist of plastic tube, a 
special filter; a spores carrier and a glass ampoule with the culture 
medium. The tube has a plastic top with three holes and a barrier 
permeable to steam.

Recommended use
Ster�l�zat�on process �nd�cator, to �nd�cate atta�nment of cond�t�ons for 
ster�l�zat�on.

Spec�ficat�ons
If sterilization process was not successful, the purple culture media will 
change to a green�sh gray and then to yellow, after incubation at 60±2°C, 
thus showing the presence of live Geobacillus stearotermophilus  ATTC 
7953 spores. If ster�l�zat�on process has not been successful, culture 
med�um w�ll change to a to yellow dur�ng �ncubat�on at 60ºC, thus 
show�ng the presence of l�v�ng spores (pos�t�ve result). If ster�l�zat�on 
process �s successful culture med�um w�ll rema�n purple after the 
�ncubat�on process (negat�ve result).

Important 
You should use SVSBI3H Rap�d Steam biological indicators for only 
mon�tor�ng steam ster�l�zat�on.

Storage
Store �t �n a dark place and temperatures between 
-15-30ºC, 
-35-60 % relat�ve hum�d�ty.
Do not  freeze. 
Do not store these b�olog�cal �nd�cator near ster�l�z�ng agents or other 
chem�cal products.

Shelf L�fe
24  month. Ava�lable on box.

Important
A color change to yellow of the growth indicator media means a 
sterilization process failure has occurred. If w�th�n 3 hours there is no 
color change in the processed indicators, a final negative result is made 
(the sterilization process was acceptable). 

D�sposal
D�scard b�olog�cal �nd�cators after use accord�ng to your country’s 
healthcare and safety regulat�ons. The pos�t�ve b�olog�cal �nd�cator can 
be autoclaved at 121ºC for at least 20 m�nutes, or at 132ºC for 15 m�nutes 
�n a grav�ty d�splacement steam ster�l�zer, or at 134ºC for 10 m�nutes �n a 
vacuum ass�sted steam ster�l�zer.

Appl�cable standards 

ISO 13485
ISO 9001
ISO 11138-1 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 1: General requ�rements
ISO 11138-3 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 3: B�olog�cal �nd�cators for mo�st heat
ster�l�zat�on processes
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Biological Indicators

          Data Sheet

         For Steam Sterilization

SVSBI24HBiological Indicators
For Steam sterilization

Product Descr�pt�on

SVSBI24H Steam  b�olog�cal �nd�cators for steam ster�l�zat�on processes 
have been designed for the easy monitoring of vacuum assisted and 
gravity displacement steam sterilization cycles at 121°C-134°C. They 
consist of plastic tube, a special filter; a spores carrier and a glass 
ampoule with the culture medium. 

Recommended use
Ster�l�zat�on process �nd�cator, to �nd�cate atta�nment of cond�t�ons for 
ster�l�zat�on.

Spec�ficat�ons
If sterilization process was not successful, the purple culture media will 
change to a green�sh gray and then to yellow, after incubation at 60±2°C, 
thus showing the presence of live Geobacillus stearotermophilus  ATTC 
7953 spores. If ster�l�zat�on process has not been successful, culture 
med�um w�ll change to a to yellow dur�ng �ncubat�on at 60ºC, thus 
show�ng the presence of l�v�ng spores (pos�t�ve result). If ster�l�zat�on 
process �s successful culture med�um w�ll rema�n purple after the 
�ncubat�on process (negat�ve result).

Important 
You should use SVSBI24H Steam biological indicators for only 
mon�tor�ng steam ster�l�zat�on.

Storage
Store �t �n a dark place and temperatures between 
-15-30ºC, 
-35-60 % relat�ve hum�d�ty.
Do not  freeze. 
Do not store these b�olog�cal �nd�cator near ster�l�z�ng agents or other 
chem�cal products.

Shelf L�fe
24  month. Ava�lable on box.

Important
A color change to yellow of the growth indicator media means a 
sterilization process failure has occurred. If w�th�n 24 hours there is no 
color change in the processed indicators, a final negative result is made 
(the sterilization process was acceptable). 

D�sposal
D�scard b�olog�cal �nd�cators after use accord�ng to your country’s 
healthcare and safety regulat�ons. The pos�t�ve b�olog�cal �nd�cator can 
be autoclaved at 121ºC for at least 20 m�nutes, or at 132ºC for 15 m�nutes 
�n a grav�ty d�splacement steam ster�l�zer, or at 134ºC for 10 m�nutes �n a 
vacuum ass�sted steam ster�l�zer.

Appl�cable standards 

ISO 13485
ISO 9001
ISO 11138-1 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 1: General requ�rements
ISO 11138-3 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 3: B�olog�cal �nd�cators for mo�st heat
ster�l�zat�on processes
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SVEOBI4H
Self-conta�ned B�olog�cal Ind�cator.
Rap�d Readout Fluorescence System.

Usage
Th�s �nd�cator used for Mon�tor Ethylene Ox�de Ster�l�zat�on Processes.

Appl�cable Regulat�on
ISO 11138-1:2006 and ISO 11138-2:2006; IRAM 37102-1:1999 and
IRAM 37102-2:1999.

Class�ficat�on
Class 1, accord�ng to r�sk.

Author�zat�on
Des�gned under Qual�ty Management System standards ISO
13485:2003/NS-EN ISO 13485:2012. ANMAT (Argent�nean Nat�onal
Adm�n�strat�on of Drugs, Food and Med�cal Technology) PM 1614-1.

Measurement System
Fluorescent Glow, 4 Hour

Character�st�cs
Polypropylene random copolymer tube: 50.0 mm h�gh x 8.5 mm
external d�ameter. Wall th�ckness: 0.5 mm
Polypropylene m�crofiber cap at the bottom of the tube.
Polypropylene cap: 10.5 mm external d�ameter, 16.5 mm h�gh. Wall
th�ckness: 1.0 mm
Glass ampoule: 35.0 – 38.0 mm h�gh. mm. External d�ameter: 6.5 mm.
Wall th�ckness: 0.2 – 0.3 mm.
Culture med�um 0.5 – 0.7 ml, blue color.
Cap filter: med�cal grade pape, 60 g/m2
, 16.0 mm d�ameter.
F�lter Paper: 5.0 x 20.0 mm, 160 g/m2 ≥ 10^6 Bac�llus atrophaeus 
ATCC 9372 spores per v�al.
F�nal fluorescence read�ng: at 4 hour-�ncubat�on at 37 ºC (sens�t�v�ty:97%).
An opt�onal v�sual pH color change confirmat�on could be made after
48 hours of �ncubat�on. If ster�l�zat�on process has not been
successful, culture med�um w�ll change to a green�sh color first, and
then to yellow dur�ng �ncubat�on at 37 ºC, thus show�ng the presence
of l�v�ng spores. If ster�l�zat�on process �s successful culture med�um
w�ll rema�n blue after the �ncubat�on process.
7-day readout for v�sual confirmat�on by color change �s opt�onal and
not �ntended to be rout�nely performed; �t �s an �n�t�al val�dat�on of the 4
hour-read�ng. Fluorescence results may be compared to the 7-day
v�sual read�ng. If ster�l�zat�on process has not been successful, culture
med�um w�ll change to a green�sh color and then to dur�ngyellow 
�ncubat�on at 37 ºC, thus show�ng the presence of l�v�ng spores. 
If ster�l�zat�on process �s successful culture med�um w�ll rema�n blue
after the �ncubat�on process.
NOTE: �f 7-day readout �s performed, a hum�d�fied env�ronment w�ll be
requ�red to avo�d med�um dry out.
D-Value: Not lower than 2.5 m�nutes, cond�t�ons: 600 ± 30 mg/l EO, 
60 ± 10 % RH, 54 ± 1 ºC.
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Env�ronmental cond�t�ons dur�ng manufacture
Room temperature 15-30 ºC, RH 30-80 %. Ster�l�ty cond�t�ons are
necessary only dur�ng the �noculat�on process performed �n lam�nar
flow.

Storage cond�t�ons
 Under next cond�t�on: T = 10-30 ºC, RH 30-80 % In the or�g�nal box to 
the best stored

Shelf-l�fe
24 months.

Transportat�on cond�t�ons
Storage cond�t�ons should be str�ctly followed.
Products should be transported �n closed and re�nforced boxes �n
order to avo�d damages. Product transportat�on does not represent
any r�sk for human health.

Labell�ng
On product:  polypropylene label. Pr�nted �n black.17.0 mm x 33.0 mm
1.5 mm chem�cal �nd�cator l�ne, pr�nted w�th EO react�ve �nk 
(Color change to green). 
Product code and batch number, process for �ntended use and bacter�al stra�n.
On product’s box: product code, batch number, bacter�al load,
manufacture and exp�rat�on date.

Pack�ng
50 un�ts per box.
Pack�ng �nformat�on: Product code and descr�pt�on, process for
�ntended use, presentat�on, class�ficat�on accord�ng to regulat�on,
manufacturer �nformat�on and data on box´s label. Note: manufacture
date �s calculated by subtract�ng 24 months to the exp�rat�on date.
We�ght per box: 143,8 g.

Poss�ble target markets
Healthcare and Industr�es.

Precaut�ons
Do not store the product near ster�l�z�ng agents.
Do not expose th�s product to Steam, Dry Heat, Rad�at�on or any
ster�l�zat�on process other than EO.
The pos�t�ve b�olog�cal �nd�cator can be autoclaved at 121 ºC for at
least 20 m�nutes, at 132 ºC for at least 15 m�nutes �n grav�ty
d�splacement steam ster�l�zat�on, or at 134 ºC for at least 10 m�nutes
�n vacuum steam ster�l�zer.
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SVEOBI48H
EO B�olog�cal Ind�cator (48h.)
EO Ster�l�zat�on Control Product 

Usage
Ethylene ox�de gas �s used to mon�tor ster�l�zat�on processes.

Appl�cable Regulat�on
13485:2016/NS-EN ISO 13485:2016.
ISO 11140-1:2014 and ISO 11140-3:2007

Class�ficat�on
Class 1, accord�ng to r�sk.

Author�zat�on
Des�gned under Qual�ty Management System standards ISO
13485:2003/NS-EN ISO 13485:2012. ANMAT (Argent�nean Nat�onal
Adm�n�strat�on of Drugs, Food and Med�cal Technology) PM 1614-1.

Measurement System
Color�metr�c, 48 Hours

Character�st�cs
Polypropylene random copolymer tube:
 45.0 mm h�gh x 8.5 mm
external d�ameter. Wall th�ckness: 0.5 mm.
Polypropylene cap: 
13.0 mm h�gh, 10.5 mm external d�ameter. Wall
th�ckness: 1.0 mm.
Glass ampoule:
 35.0 – 38.0 mm h�gh. External d�ameter: 6.5 mm. Wall
th�ckness: 0.2 – 0.3 mm.
Culture med�um:
 0.5 – 0.7 ml, blue color.
Cap filter:
 med�cal grade paper, 60 g/m2, 16.0 mm d�ameter.
F�lter Paper: 8.0 mm d�ameter, 160 g/m2
Bac�llus atrophaeus ATCC 9372 spores per v�al.
Pos�t�ve growth results (fa�lure �n the ster�l�zat�on process): 
Culture med�um turns to yellow, �ncubat�on at 37 ºC for 48 hours (max�mum).
D-Value: Not lower than 2.5 m�nutes, cond�t�ons: 600 ± 30 mg/l EO, 60
±10 % RH, 54 ± 1 ºC. 

Env�ronmental cond�t�ons dur�ng manufacture
Room temperature 15-30 ºC, RH 30-80 %. Ster�l�ty cond�t�ons are
necessary only dur�ng the �noculat�on process performed �n lam�nar
flow. 

Storage cond�t�ons
T = 10-30 ºC, RH = 30-80 %, keep out of d�rect l�ght.

Transportat�on cond�t�ons
Storage cond�t�ons should be str�ctly followed.
Products should be transported �n closed and re�nforced boxes �n
order to avo�d damages. Product transportat�on does not represent
any r�sk for human health. 
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Shelf-l�fe
24 months.

Pack�ng
100 un�ts per box.
Pack�ng �nformat�on: product code and descr�pt�on, presentat�on,
process for �ntended use, class�ficat�on accord�ng to regulat�on,
manufacturer �nformat�on and data on label.

Labell�ng
On product: 17.0 mm x 33.0 mm polypropylene label. Pr�nted �n black.
1.5 mm chem�cal �nd�cator l�ne, pr�nted w�th EO react�ve �nk (Color change
 to green). Product code and batch number, process for
�ntended use and bacter�al stra�n.
On product’s box: product code, batch number, bacter�al load and
manufacture and exp�rat�on date.

Poss�ble target markets
Healthcare and Industr�es.

Precaut�ons
The pos�t�ve b�olog�cal �nd�cator can be autoclaved at 121 ºC for at
least 20 m�nutes, at 132 ºC for at least 15 m�nutes �n grav�ty
d�splacement steam ster�l�zat�on, or at 134 ºC for at least 10 m�nutes
�n vacuum steam ster�l�zer.

Do not store the product near ster�l�z�ng agents.
Do not expose th�s product to Steam, Dry Heat, Rad�at�on or any
ster�l�zat�on process other than EO. 

-
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B�olog�cal Ind�cators

          Data Sheet

         For Plasma Ster�l�zat�on

SVPLBI20MB�olog�cal Ind�cators
For Plasma Ster�l�zat�on

Product Descr�pt�on

SVPLBI20M b�olog�cal �nd�cator �s spec�fically des�gned for the mon�tor�ng 
of Hydrogen Perox�de ster�l�zat�on processes. If the ster�l�zat�on process 
was not successful, the �nd�cator med�a w�ll change from purple to yellow 
after �ncubat�on at 60±2°C, thus �nd�cat�ng the presence of l�ve 
Geobac�llus stearotermoph�lus spores.

Recommended use
Ster�l�zat�on process �nd�cator, to �nd�cate atta�nment of cond�t�ons for 
ster�l�zat�on.

Spec�ficat�ons
If ster�l�zat�on process was not successful, the purple culture med�a w�ll 
change to a green�sh gray and then to yellow, after �ncubat�on at 60±2°C, 
thus show�ng the presence of l�ve Geobac�llus stearotermoph�lus  ATTC 
7953  spores. If  the ster�l�zat�on process �s successful, the culture 
med�um w�ll rema�n after �ncubat�on process. The final negat�ve purple 
result �s obta�ned after 20 m�nute of �ncubat�on. 

Appl�cable standards 

ISO 13485
ISO 9001
ISO 11138-1 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 1: General requ�rements
ISO 11138-3 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 3: B�olog�cal �nd�cators for mo�st heat
ster�l�zat�on processes

Important 
You should use SVPLBI20M Steam b�olog�cal �nd�cators for only 
mon�tor�ng plasma ster�l�zat�on.

Storage
Store �t �n a dark place and temperatures between 
-15-30ºC, 
-35-60 % relat�ve hum�d�ty.
Do not  freeze. 
Do not store these b�olog�cal �nd�cator near ster�l�z�ng agents or other 
chem�cal products.

Shelf L�fe
24  month. Ava�lable on box.

Important
A color change to yellow of the growth �nd�cator med�a means a 
ster�l�zat�on process fa�lure has occurred. If w�th�n 20 m�nutes there �s no 
color change �n the processed �nd�cators, a final negat�ve result �s made 
(the ster�l�zat�on process was acceptable). 

D�sposal
D�scard b�olog�cal �nd�cators after use accord�ng to your country’s 
healthcare and safety regulat�ons. The pos�t�ve b�olog�cal �nd�cator can 
be autoclaved at 121ºC for at least 20 m�nutes, or at 132ºC for 15 m�nutes 
�n a grav�ty d�splacement steam ster�l�zer, or at 134ºC for 10 m�nutes �n a 
vacuum ass�sted steam ster�l�zer.
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SVPLBI1H 
Self-Conta�ned B�olog�cal Ind�cator.
Rap�d Readout Fluorescence System.

Usage
Mon�tor�ng plasma or vapor�zed Hydrogen Perox�de ster�l�zat�on
processes (H2O2).

Appl�cable Regulat�on
ISO 11138-1:2006 and IRAM 37102-1:1999.

Class�ficat�on
Class 1, accord�ng to r�sk.

Author�zat�on
Des�gned under Qual�ty Management System standards ISO
13485:2003/NS-EN ISO 13485:2012. ANMAT (Argent�nean Nat�onal
Adm�n�strat�on of Drugs, Food and Med�cal Technology) PM 1614-1.

Measurement System
 Fluorescent Glow, 1 Hour

Character�st�cs
Polypropylene random copolymer tube: 50.0 mm h�gh x 8.5 mm
external d�ameter. Wall th�ckness: 0.5 mm
Polypropylene cap: 10.5 mm external d�ameter, 16.5 mm h�gh.
 Wall th�ckness: 1.0 mm
Glass ampoule: 35.0 – 38.0 mm h�gh. mm. External d�ameter: 6.5 mm.
Wall th�ckness: 0.2 – 0.3 mm.
Culture med�um 0.5 – 0.7 ml, purple color.
Cap filter: polyethylene fibers, 160 g/m2 , 16.0 mm d�amet .
Polyethylene fibers: 5.0 x 20.0 mm, 160 g/m2
.≥ 10^6 Geobac�llus stearothermoph�lus ATCC 7953 spores per v�al.
F�nal fluorescence read�ng �s performed after 2-hour �ncubat�on at 60
ºC (sens�t�v�ty: 97 %).
An opt�onal v�sual pH color change confirmat�on could be performed
after 48 hours of �ncubat�on. If ster�l�zat�on process has not been
successful, culture med�um w�ll change to a green�sh color first, and
then to yellow dur�ng �ncubat�on at 60 ºC, thus show�ng the presence
of l�v�ng spores. If ster�l�zat�on process �s successful culture med�um
w�ll rema�n purple after the �ncubat�on process.
7-day readout �s opt�onal and not �ntended to be rout�nely performed; �t
�s an �n�t�al val�dat�on of the 2-hour read�ng. Fluorescence results may
be compared to the 7-day v�sual read�ng.
NOTE: If 7-day readout �s performed, a hum�d�fied env�ronment w�ll be
requ�red to prevent med�um from dry�ng out.
D-Value: 2 mg/l H2O2, 50 ºC.

Env�ronmental cond�t�ons dur�ng manufacture
Room temperature 15-30 ºC, RH 30-80 %. Ster�l�ty cond�t�ons are
necessary only dur�ng the �noculat�on process performed �n lam�nar flo .

Storage cond�t�ons
Under next cond�t�on: T = 10-30 ºC, RH = 30-80 %, In the or�g�nal box to best 
stored.
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Transportat�on cond�t�ons
Storage cond�t�ons should be str�ctly followed.
Products should be transported �n closed and re�nforced boxes �n
order to avo�d damages. Product transportat�on does not represent
any r�sk for human health.

Labell�ng
On product: 17.0 mm x 33.0 mm polypropylene label. Pr�nted �n black.
1.5 mm chem�cal �nd�cator l�ne, pr�nted w�th Hydrogen Perox�de
react�ve �nk (Color change to green). Product code and batch number,
process for �ntended use and bacter�al stra�n.
On product’s box: product code, batch number, bacter�al load,
manufacture and exp�rat�on date.

Pack�ng
50 un�ts per box.
Pack�ng �nformat�on: product code and descr�pt�on, process for
�ntended use, presentat�on, class�ficat�on accord�ng to regulat�on,
manufacturer �nformat�on and data on box´s label. Note: manufacture
date �s calculated by subtract�ng 24 months to the exp�rat�on date.

Poss�ble target markets
Healthcare and Industr�es.

Precaut�ons
The product should not be stored near ster�l�z�ng agents.
Th�s product must not be exposed to EO, dry heat, rad�at�on or any ster�l�zat�on 
process other than hydrogen perox�de.

Pos�t�ve b�olog�cal �nd�cator can be ster�l�zed at 121°C for at least 20 m�nutes, at 
132°C for at least 15 m�nutes �n grav�ty
D�splacement steam ster�l�zat�on, or at 134°C for at least 10 m�nutes �n vacuum 
steam ster�l�zer.
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B�olog�cal Ind�cators

          Data Sheet

         For Plasma Ster�l�zat�on

SVPLBI24HB�olog�cal Ind�cators
For Plasma Ster�l�zat�on

Product Descr�pt�on

SVPLBI24H b�olog�cal �nd�cator �s spec�fically des�gned for the mon�tor�ng 
of Hydrogen Perox�de ster�l�zat�on processes. If the ster�l�zat�on process 
was not successful, the �nd�cator med�a w�ll change from purple to yellow 
after �ncubat�on at 60±2°C, thus �nd�cat�ng the presence of l�ve 
Geobac�llus stearotermoph�lus spores.

Recommended use
Ster�l�zat�on process �nd�cator, to �nd�cate atta�nment of cond�t�ons for 
ster�l�zat�on.

Spec�ficat�ons
If ster�l�zat�on process was not successful, the purple culture med�a w�ll 
change to a green�sh gray and then to yellow, after �ncubat�on at 60±2°C, 
thus show�ng the presence of l�ve Geobac�llus stearotermoph�lus  ATTC 
7953  spores. If  the ster�l�zat�on process �s successful, the culture 
med�um w�ll rema�n after �ncubat�on process. The final negat�ve purple 
result �s obta�ned after 24 hours of �ncubat�on. 

Appl�cable standards 

ISO 13485
ISO 9001
ISO 11138-1 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 1: General requ�rements
ISO 11138-3 Ster�l�zat�on of health care products – B�olog�cal 
�nd�cators – Part 3: B�olog�cal �nd�cators for mo�st heat
ster�l�zat�on processes

Important 
You should use SVPLBI24H Steam b�olog�cal �nd�cators for only 
mon�tor�ng plasma ster�l�zat�on.

Storage
Store �t �n a dark place and temperatures between 
-15-30ºC, 
-35-60 % relat�ve hum�d�ty.
Do not  freeze. 
Do not store these b�olog�cal �nd�cator near ster�l�z�ng agents or other 
chem�cal products.

Shelf L�fe
24  month. Ava�lable on box.

Important
A color change to yellow of the growth �nd�cator med�a means a 
ster�l�zat�on process fa�lure has occurred. If w�th�n 24 hours there �s no 
color change �n the processed �nd�cators, a final negat�ve result �s made 
(the ster�l�zat�on process was acceptable). 

D�sposal
D�scard b�olog�cal �nd�cators after use accord�ng to your country’s 
healthcare and safety regulat�ons. The pos�t�ve b�olog�cal �nd�cator can 
be autoclaved at 121ºC for at least 20 m�nutes, or at 132ºC for 15 m�nutes 
�n a grav�ty d�splacement steam ster�l�zer, or at 134ºC for 10 m�nutes �n a 
vacuum ass�sted steam ster�l�zer.
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