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Self-C Ined i
RILECHECK,”  Se*Cantalned Slological indiator

et 60-80'F-{15-27°C}; 30-70% relative huridity, Protect fom krecing, starilints,
not

1 Bo ot refrigerite. .
Hofi: . StedieCheck™ I8 intended for use in the monitoring of saturited Steam
?‘.ydes; Each SteshicCheck”™ vial contains a'spore ,?ﬂs:-kwmla&d with
Giobocus stearot s (#7953 spores and.a culture medium encased in » glass
smpoute with a gH Indicator; The aeld production assoctated with growth, couses @
_change In calor of the SterlsCheck” madia- 1o, -or toward vt to faclitute the

' Wonour" 1 th st controf of sterllized goods
Freq;n‘ ncy of Testing: £or the greatest con , e racommand
that ammmm‘&muﬂ indicators (Bl) be !nd»deg with every load.
Precautions: Do not use.damaged wnits. - Do not use stedledﬁtck?"’ after expiration
dat (see side of box). Do not use I cantrol test does not thange colar 1o yeilow, Since
StesflaCheck™ contalns live cultures, units should be handled 'with care. Always wear
gloves and safety glasses when removing units from the sterllizer and when activating
the units,

Disposal: Pdor to disposs! or discard, sterilize by steam at 121°C for not less than 30
minutes {positive and conirol tests only).

Instructions for use: o da )

" a)  Exposurn: Flace one or moie SterfleCheck™ units In 2 horizental position In the
most difficult-to-sterifia tocations, Best practice recommenids placing the Bl In 2
PCD {Process Challenge Device), Run Cycle as you normally would. Remove Bi(s}
and verify that the chemical indlcator on the vial fabel has changed color,
CAUTION: After sterilization, handle unit with care: Contents of the ampoule are
hot and undar pressure. Fallura to allow sufficlent cooling time {10-15 minutes)
may resuit in bursting of the ampoule. Always wear appropriate safety gear
{gloves and safety glasses) when handling steritized units.

Activation/Crushing: Aftar the Biological Indlcator has cooled, crush the media
ampoule to mix the purple med!a with the spare strip at the base of the ampouie.
This can be done by simply placing it inside Incubator key-tiole shaped port and
moving the top towards the right to activate It. You wil! see the glass vial inside
has been crushed. At this point, you may crush the Control Test as well, Place
both In the Incubator.
fncubation; Place the p d unit{s) and ohe unprocessed {control) unit in a
vertical positlon In an Incubator at: 55-60°C for.24 hours. .

Monitoring: Begin monitoring the Incubated Bls after 12:18 hours. Record
observations. All positive Bis should be recorded. Do not continue to incubate,
ositive Bls, Final negative results can be determined after 24 hours of
ncubation.

interpratation:

Control: The control unit should exhibk turbidity and/or a color change to or
mw?gd yellow. If the control unit does not show signs of growth, consider the test
Tavalid,

Test: A falled sterilization cycle is Indicated by turbidity and/or a color change to
or toward yellow. A test unit that retalns Its original color indicates that
sterilization parameters have been met.

b)

<
d}

<




d Self-Contained piological Indicator
STERILECHECK " iareimseemsctomncrid
597604 E 10-Mar-2018

Tilg lot of product imests the acterited performance critgria defingd In the manufacturers’
Gisality Control Spécifications for this product:and where apglicable, the recommanded
pedormance -patameters: in the USP a8 ANSVAAMIISO/EN 111381 fur use n
Monitoring Steam procesaes.

Orgahism: Geaboclllus stearothermog hlius ATCC® 7953
sC8i Dimenslans: § mm x 51 mm {noculated Carrier Dimensions: 6mm

"Characteristic Rosult . )
‘Mean Population . 1.5 x40 Colany Forming Units gcrug Junit
Steam O-vatue {121°C) 2.3 Mipute j

Steam Survival Time: 7.4 Minutes
S Kl Timé_{ 233 Minutes
Srenm DValug 1132C) 0.20 Minutes.
Steam Survival Time | 064 Minutes
Stoam Kili Time._|_1.83 Minutes
steam D-Value {132°C} 0,13 Minutes
Svam Survival Time | D:42 Minutes
Stoam Kill Time 4.19 Minut
Stoam z-value ) 10°C

lations d Ined after prefminary heat ts it

L 4

The D values weee determined using the fraciisninegative o aurvivar eurve’ arethods. The

Dvaluels) ara reproducible only wher exgesad and cultured under the exict conditions
uied to obiain EsuRs peported above. The user would.not necesssrily abtain the same
results; therefore, shouid determine the sultabllity Tor thelc paticular use. Survivalfiiil

Umes wiere ditennined based ofi USP cateufations. 7 valums may te uttfized to axtrapolate
D valuos at femperatures other than122°C.

Storage: 15-30°C, 30.80% felative fumidhy, Protect from ight, toxic substances, sterilants
and excossh harat and molsti

\newbation CondRions: 53-62'C ‘for 24 hours

Disposal: Swrifizs/Auitotlave by steom o1 121°C for not less than 30 rdnutes, orincinerate
{standatd microblal wakte: ranpathogenic spacius), Do not use sfter expiestion date.




