PRETUBED AND PRESTERILIZED CULTURE MEDIA
TECHNICAL DATA

STERIS SPORDEX" NA114
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GENERAL DESCRIPTION

Spordex NA114 Culture Media is a sterile modified soybean casein digest broth with a pH indicator. Spordex NA114 Culture
Media is contained in glass test tubes with screw cap closures. Each lot is validated for use with Spordi® and Spordex®
Spore Strip Biological Indicators (Bls) and meets the current U.S. Pharmacopeia growth promotion guidelines. The use of
Spordex NA114 Culture Media with Spordi and Spordex Bls provides the consistency and accuracy needed in sterilization
validation and monitoring.

APPLICATION

Spordex NA114 Culture Media is the recommended culture media for Spordi and Spordex Bls. This media is used in the
manufacture of Spordi and Spordex Biological Indicators to determine the D-value of each lot. The labeled D-values of
Spordi and Spordex Biological Indicators is reproducible only when the biological indicators are exposed and cultured
under the same conditions which were used to determine the D-values.

FEATURES BENEFITS

Made specifically for Spordi and More consistent results; saves time
Spordex Spore Strip Biological Indicators

Pretubed and presterilized Saves time and provides consistent quality

Vivid color change of pH indicator during pH indicator makes positives easier to identify
incubation to indicate microbial growth

Certification card in each box Certification of product integrity

Lot number and expiration on each tube Traceable results and valuable documentation

Label provided on each tube Facilitates recording of date and sterilizer information
TECHNICAL PROPERTIES

pH: approximately 7.4

Fill volume: 5210 6.5 mL

Cap dimensions: approximately 19/32" (screw cap)

Tube height: approximately 3"

Growth promotion: meets current U.S. Pharmacopeia guidelines
Color: red (color change to yellow and/or turbidity indicates growth)
Shelf life: 12 months from time of manufacture

Quantity: 100 count box
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DIRECTIONS FOR USE

Perform all transfers in a laminar flow clean air bench or a clean and dust-free area, with as near static air circulation as is
possible. Loosen the Spordex Culture Media tube cap. Place the tube in a rack designed to hold 16-mm O.D. test tubes for
ease of transfer. Aseptically open the Spordi or Spordex Bls glassine envelope. This is accomplished by cutting the glassine
with sterile scissors or peeling apart the glassine at the indicated end. Remove the cap without touching the inside. Asepti-
cally transfer each strip from its envelope to a tube of Spordex Culture Media. Replace and tighten the tube cap. Incubate
the tubes for seven days or for a customer-validated reduced incubation time. (All testing to determine reduced incubation
time must be performed according to the FDA Guide for Validation of Biological Indicator Incubation Time.) The incubation
temperature should be 30-35°C (86-95°F) for strips containing Bacillus atrophaeus which were exposed to either ethylene
oxide or dry heat sterilization. The incubation temperature should be 55-60°C (131-140°F) for strips containing Geobacillus
stearothermophilus which were exposed to steam sterilization. Observe the tubes containing the biological indicators daily
during the incubation period. The presence of turbidity and/or a media color change from red to yellow indicates bacterial
growth. See the instruction card enclosed with the culture media for detailed use directions.

STORAGE CONDITIONS

Store the Spordex NA114 Culture Media below 24°C (75°F) until needed. Refrigerated media should be allowed to reach
room temperature prior to use. STERIS recommends that all tubes be incubated at 37°C (98.6°F) for 24 hours prior to use.
Avoid freezing of the media. Do not use after the expiration date labeled on the tubes.

DISPOSAL

Before discarding, treat as appropriate for standard microbiological waste, nonpathogenic species; e.g., steam autoclave at
121°C (250°F) for not less than 30 minutes, incinerate, or use other suitable means.

SERVICE

Sales

Service is one of the most important ways to verify consistent quality of the facility's performance and operation. A tailored
service program by STERIS provides effective, trouble-free operations.

Technical

STERIS is pleased to provide a completely staffed and equipped technical service laboratory capable of performing needed
tests and providing both telephone and on-site assistance when needed. More details on how this service can benefit a
facility's particular situation can be provided upon request.

ORDERING INFORMATION
Description Quantity Reorder Number
Spordex NA114 Culture Media 100 per box NA114

For further information, please contact:

S T E R l S® STERIS Corporation
5960 Heisley Road
—— Mentor, OH 44060-1834 = USA

440-354-2600 = 800-444-9009
www.steris.com
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