Organism: Geobacillus stearothermophilus
ATCC No. 7953

SBI-100  Qty: 100 Vials

Self-Contained Bl for Steam Sterilization

Self-contained biological indicators are inoculated with viable Geobacillus stearothermophilus bacterial spores and are
intended for monitoring the efficacy of saturated steam sterilization processes operating at 121 °C and 132°C gravity
displacement, 132°C flash gravity displacement and 121°C — 134°C prevacuum cycles. Self-contained biological
indicators are also appropriate for use in monitoring the efficacy of saturated steam prevacuum sterilization processes
operating at 135°C for 3 minutes exposure time.

Due to varying sterilizer come-up times, it is recommended to extend the cycle time from 3 minutes to 4 minutes in order
to achieve consistent kill when testing the gravity steam process at 270°F {132°C) in Flash Cycles.

Biological indicators (Bls) meet quality specifications and suggested performance parameters published in the current
USP and AAMIAISO 11138 for steam gravity and dynamic-air-removal sterilization processes, Culture media is tryptic
soy broth validated for growth promotion capabilities per USP guidelines. Media growth promation has been validated
for extended steam cycles operating at 132°C for 20 minutes exposure time.

Monitoring Frequency
Per AAMI standards, Steam sterilizers should be biologically tested at least weekly, preferably daily and every load that
contains an implant.

Instructions for Use

1. Record the sterilizer number, load number and pracessing date on the Bl label.

2. Place ane or more Bls inside an instrument tray, rigid container, peel pouch or process challenge device, e.g.
AAMI challenge pack, whichever is representative of the load being processed.,

3. Test the most challenging area in the sterilizer as indicated in the sterilizer's instruction mariual (i.e. the bottom
shelf near the door, over the drain of a large sterilizer or in the middle shelf of a small sterilizer).

4. Process the load according to the sterilizer manufacturer's instruclions.

5. Remove the Bl and canfirm the chemical indicator printed on the label has turned brown.

Caution: After processing, the Bl is hot and under pressure. Always allow to cool for ten (10) minutes before crushing.

Failure to do so could cause the glass ampule inside the Bl vial te burst which may result in injury. For this reason,
safety glasses should be worn when handling and crushing a processed Bl.

Activation and Incubation

1. Activate the processed Bl within 8 hours after processing by gently crushing the inner glass media tube using a vial
crusher,

2. Incubate at 55 — 60°C for 24 hours checking for spore growth (visual color change from purple to yellow) at regular
intervals (ie. 3, 5 and B hours). Growth of surviving spores has been documented in as little as 2 1/2 hours.

Test Results

1. Record negative (no growth) results after full incubation in a Sterilizer Record Notebook. No color change in the
purple media indicates proper sterilization.

2. Any positive (growth indicated by purple to yellow color change) result, should be reported immediately to a
Supervisor and the sterilizer taken out of service until resclved,

3. The stability of positive growth as indicated by a yellow color change has been tested up to 48 hours.

Use of Controls
1. As a contral, an unprocessed Bl (from the same lot) should be gently crushed using a vial crusher and incubated
each day the sterilizer is tested.

CERTIFICATION
Disposal: Autoclave at 121°C for 30 minutes or longer. Lot No. 9034
Purity: No evidence of contamination using standard plate count techniques. | Exp. Date: 08/2025

Population’: 27 x 105 | Steam z value: 15.3°C
Performance Characteristics:

PROCESS TEMPERATURE D-VALUE SURVIVES (+)* KILLED {-)*
Steam (Saturated) 250°F (121.1 + 0.5°C) 19 2 6.5 minutes 17.9 minutes
Steam (Saturated) 270°F (132.2 £+ 0.5°C) 036 ° 1.24 minutes 340 minutes
Steam (Saturated) 273.2°F (134 + 0.5°C) 027 3 0.93 minutes 2.55 minutes
Steam {Saturated) 275°F (135 + 0.5°C) 023 2 0.79 minutes 2.17 minutes

‘After a prefiminary heat treaiment of 95-100°C for 15 min, -- ¥ =
*Datermined at the time of manufacture using fraction negative procedures (e.g. Stumbo Murphy Cochiran) inan AAMINSO comptliant
test vessel. The D-valus is reproducible anly under the exact conditions undar which it was determined. Usgrs miy nol necessarily
obtain the same results. The manulacturers D-valye cannot be duplicated in a healthcare facility,

‘Empirically denved data.

‘Calculated using USP, AAMI and 180 survival and kill time formulas. ulatad oo LS4 NGMES ) R
Storage: Store at contralied room temperature as defined by USP. Referance the USP for the complete delinition,

Protect Irom light, ctiemicals and sterilants (e.g. Ethylene oxide), excassive heat and moisture. Optimal humidity-range for long
tanm starage is 20 to 70%. Do not desiccate. T TR R o TR VR RERIER LV
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Organism: Geobacillus stearothermaophilus
ATCC No. 7953

SBI-100 Qty: 100 Vials

Self-Contained Bl pro parni sterilizaci

SCBI jsou sestaveny s bakterialnim osidlenim Geobacillus stearothermophilus a jsou uréeny k monitorovani
ucinnosti sterilizanich procest ve vihkém teple/pare pfi teplotach 121°C - 132°C, 132°C a 121%C - 134°C,
135°C, podle typu sterilizatoru.

Navod k pouziti:

1. Zaznamenejte Gdaje o sterilizatoru, vsazce a datu na etiketu na ampulce.

2. Jeden nebo vice ampulek (dle narodni legislativy) rozmistéte do instrumentacnich sit, kontejnert nebo

je zabalte stejné, jako jsou zabaleny nastroje ve vsazce. Dalsi umistéte do zatéZového téliska.

3. Nezapomeiite pfitom na mista, ktera vyrobce oznadil jako nejhiie dostupna (napfiklad blizko dvefi nebo
blizko odtoku).

4. Spustte sterilizacni cyklus jako obvykle.

5. Po ukongeni cyklu vyjméte ampulky, zkontrolujte procesovy test, jeho barva se zméni na tmavé hnédou.
POZOR: po ukonéeni cyklu jsou ampulky pod tlakem a horké. Nechejte je vychladnout nejméné 10 min.

Pokud postup nedodrzite, mohl by byt vysledek negativné ovlivnén.

Aktivace a inkubace:

1. Co nejdfive ampulku aktivujte rozmacknutim vnitini sklenéné nadobky s kultivaéni pidou pfes vnéjsi
plastovou ampulku. PouZijte specialni drti¢.

2. Inkubuijte pfi teploté 55°C - 60 °C po dobu 24 hodin, pribézné vysledek kontrolujte v pravidelnych

intervalech 3,5 - 8 hod.) Rust spor musi byt zazanemanavan.

Vysledek:

1. Negativni vysledek znamena, Ze se plvodni fialova barva v ampulce ani po 24 hodinach nezméni. Sterilizace
probéhla efektivné a vsazka mize byt povazovana za sterilni

2. Jakakoliv zména barvy z fialové na Zlutou musi byt ihned zaznamenana a vysledek konzultovan s odpovéd-
nym pracovnikem. Sterilizator musi byt nasledné dikladné provéfen pfivolanym technikem.

3. Za pozitivni vysledek povaZuijte i zakaleni kultivaéni pady, koneény vysledek ziskate po 48-hodinové

kultivaci.

Kontrolni test 1. Pro kontrolu Zivotaschopnosti pouZité kultury inkubuijte spole¢né s vysterilizovanymi ampulkami i jednu,
ktera procesem sterilizace nepro$la. Pred inkubaci ampulku opatrné aktivujte rozmacknutim.

Vysledek kontrolujte a pokud se barva po inkubaci nezméni, je tfeba pfislusnou varku biologickych indikatori ovéfit,

aby nebyla kontrola falesné negativni.

CERTIFICATION
Disposal: Autoclave at 121°C for 30 minutes or longer. Lot No. 9034
Purity:  No evidence of contamination using standard plate count techniques. | Exp. Date: 08/2025

Population: 2.7 x 10° | Steam z value: 15.3°C
Performance Characteristics:

PROCESS TEMPERATURE D-VALUE | SURVIVES (+)* KILLED (-)*
Steam (Saturated) 250°F (121.1 £ 0.5°C) 19 2 6.5 minutes 179 minutes
Steam (Saturated) 270°F (132.2 + 0.5°C) 036 ° 1.24 minutes 340 minutes
Steam {Saturated) 273.2°F (134 + 0.5°C) 027 * 0.93 minutes 2,55 minutes
Steam (Saturated) 275°F (135 + 0.5°C) 023 # 0.79 minutes 2.17 minutes
‘After a prefiminary heat treatment of 95-1 00°C for 15 min. =

2Determinutt at the time of manufacture using fraction negative procedures fa.g. Stumba Murphy Cochran) in an AAMINSO compliant
test vessel, The D-value is regroducible only under the exact conditions under which it was determined. Users may not necessarily
obtain the same results. The manttacturers D-value cannot be duplicated in a healthcare facility,
SEmpirically derived data.

“Calculated using USP. AAM| and ISO:survival and kill time tormulas.

Storage: Store at controlled room temperature as defined by USP. Reference the USP for the complete definition.
Protect from light, chemicals arfd sterifants fe.g: Ethylerie oxide), excessive heat and moisture. Optimal humidity ranga'for long
term storage is 20 lo 70%6. Do not desiceate. « + - - R SR Uti o R,
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