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Parameter K052567

Exposure Temperature 270°F (132°C)

Exposure Time 4 minutes

Dry Time Not Required

Cool Time Varies according to load

Event Related Shelf Life/Storage 
Period 48 hrs



Contents/Configuration Performance Testing conducted for 510k K052567

Required Accessories ONE TRAY® container, filters and tamper evident locks

Lumens Lumens 3mm in diameter or larger with lengths up to 400mm

Shelf Life ONE TRAY® containers have been validated to maintain the sterility 
of the contents for 48 hours.

Maximum Weight Total gross weight, container plus contents not to exceed 25lbs

Device Types Instruments with hinges, knurled areas and lumens

Device Materials Metals: Stainless Steel  Aluminum Thermoplastics: Polypropylene, 
Radel.Thermosetting Polymers: Silicone
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Pre-vacuum Temperature 270°F (132°C),  Exposure Time 4 
minutes, Cycle Dry Time Not Required
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Ref # Symbol Title of Symbol Description of Symbol

5.1.1 Manufacturer Indicates the medical device 
manufacturer.

5.4.2 Do not re-use
Indicates a medical device that is 

intended for one use, or for use on a 
single patient during a single procedure.

5.4.3
Consult 

Instructions for 
Use

Indicates the need for the user to consult 
the instructions for use.

5.4.4 Caution

Indicates the need for the user to consult 
the instructions for use for important 

cautionary information such as warnings 
and precautions that cannot, for a variety 
of reasons, be presented on the medical 

device itself.



15°C to 30°C
Keep away from direct 

exposure to sunlight and 
flourescent light

20% to 70% 
Relative Humidity Keep Dry

Reference UDI device label attached to the ONE TRAY® processing kit 
box for expiration date.

Keep away from hydrogen peroxide and other sterilants. Storage 
on top of or near a heat source should be avoided. Do not use after 
expiration date.

20%

70%


