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See PRA Statement below. 

The STERLINK mini sterilizer with STERLOAD™ mini cassette is a vaporized hydrogen peroxide sterilizer intended for 

use in the terminal sterilization of cleaned, rinsed, and dried reusable metal and nonmetal medical devices used in 

healthcare facilities. A pre-programmed sterilization lumen cycle operates at low pressure and low temperature and is thus 

suitable for processing medical devices sensitive to heat and moisture. 

The STERLINK mini can sterilize*: 

• Instruments with diffusion-restricted spaces such as the hinged portion of forceps and scissors

• Medical devices with a single stainless-steel lumen with:

o An inside diameter of 1.6 mm or larger and a length of200 mm or shorter

*The validation testing was conducted using a maximum of five (5) lumens per load. Hospital loads should not exceed the

maximum number of lumens validated by this testing. The validation studies were performed using a validation load with

a total weight of 1.54 lbs.

Type of Use (Select one or both, as applicable) 

D Prescription Use (Part 21 CFR 801 Subpart D) 1:8:J Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995. 

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete 
and review the collection of information. Send comments regarding this burden estimate or any other aspect 
of this information collection, including suggestions for reducing this burden, to: 

Department of Health and Human Services 
Food and Drug Administration 
Office of Chief Information Officer 
Paperwork Reduction Act (PRA) Staff 
PRAStaff@fda.hhs.gov 

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 

information unless it displays a currently valid 0MB number." 
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