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6.	 Following sonication, remove each device from the bath and rinse under cold, running 
tap water for one (1) minute. All hard-to-reach areas and lumens must be thoroughly 
and aggressively rinsed.

7.	 Proceed to Machine (Automated) cleaning.

Cleaning and Thermal Disinfection
1.	 Return devices to their appropriate location in the tray. The systems should not be 

fully assembled, and the lid should not be secured during automated cleaning. Each 
level of the system and tray lid must be loaded in the mechanical washer such that all 
design features are accessible and any design feature that will retain liquid can drain, 
if possible.

2.	 Run an automated wash cycle with fundamentally approved efficiency of the 
washer-disinfector (for example, CE marking according to EN ISO 15883 or FDA 
approval/clearance/registration).

3.	 The minimum recommended wash cycle parameters listed below were utilized by 
Medline during the validation of these instructions:           

Treatment Time (mm:ss) Temperature Cleaning Solution

Pre-wash 03:00 Cold Tap Water N/A

Wash 1 10:00 Warm Tap Water (50°C) Enzymatic cleaner*

Wash 2 02:00 Warm Tap Water (50°C) Neutral Detergent†

Rinse 03:00 Cold Tap Water N/A

Thermal Disinfection Rinse 05:00 Warm RO/DI Water (90°C) N/A

Drying 06:00 90°C N/A

*Medline Industries, LP used the following during the validation of these instructions - 
STERIS® Prolystica® 2X Concentrate Enzymatic Cleaning, 1/8 oz. per gallon (min. effective 
concentration) 
†Medline Industries, LP used the following during the validation of these instructions - 
STERIS® Prolystica® 2X Concentrate Neutral Detergent, 1/8 oz. per gallon (min. effective 
concentration)

4.	  Remove the devices from the washer-disinfector following the completion of the
       program and check devices for visible soil. 
5.	   Repeat cleaning if soil is visible and re-inspect, or safely dispose of devices.

Manual Cleaning                                                                                                                         
1. Rinse under cool running tap water to remove visual soil.
2.	 Prepare enzymatic detergent per manufacturer's recommendation using lukewarm 

tap water.
3.	 Allow the device to soak in the prepared enzymatic detergent for 1 minute.
4.	Using a soft bristled brush, thoroughly brush the device to remove soil.
5.	 Run a stylet through the lumens a minimum of 3 times to remove soil.
6.	 Using a syringe, aggressively, flush the lumens with the prepared enzymatic detergent.
7.	 Remove the device from the detergent and rinse under cool running tap water to 

remove detergent residuals.
8.	Prepare neutral detergent per manufacturer's recommendation using warm tap water.
9.	 Allow the device to soak in the prepared neutral detergent for three (3) minutes.
10. Using a soft bristled brush, thoroughly brush the device to remove soil.
11.	Run a stylet through the lumens a minimum of three (3) times to remove soil.
12.	Using a syringe, aggressively, flush the lumens with the prepared neutral detergent.
13.	Remove the device from the detergent and rinse in running RO/DI water to remove 

detergent residuals.
14. Prepare enzymatic detergent per manufacturer's recommendation in a sonication unit.
15.	 Allow the device to sonicate for 10 minutes.
16.	 Remove the device from the sonicator and thoroughly rinse under running critical 

water.
17.	 Using a syringe, aggressively flush the lumens.
18. Dry the device with a disposable, lint-free cloth.
19.	 Visually inspect the device for cleanliness.
20. If device is still visibly soiled, repeat manual cleaning instructions or safely dispose 

of the device.

Instruments should be inspected for any damage or wear prior to use. Instruments that 
have corrosion, pitting, and/or discoloration should not be used.

Sterilization
Sterilization should be performed in the provided tray double-wrapped in FDA cleared 
sterilization wrap using the following method:

Cycle Type Parameter Minimum Set Point

Prevacuum Exposure Temperature 270°F (132°C)

Exposure Time Minutes 4

Dry Time Minutes 40

Wrapped Yes

Do not stack trays during sterilization.
Ensure that the implants and instruments are at room temperature prior to use.

Closed Container Sterilization
Closed container validation has been completed with OneTray Sterile Container System. 
Ensure that the sterilization container is in proper working order prior to sterilization. 
The care and handling of these containers can be found at https://onetray.com/products/
onetray/
NOTE: THE STERILIZATION PARAMETERS WITHIN THE OneTray STERILE CONTAINER 
INSTRUCTIONS-FOR-USE DO NOT SUPERSEDE THE STERILIZATION PARAMETERS 
OUTLINED BELOW.
Only FDA cleared OneTray Sterile Containers are to be used. (e.g. Container M2408, 
OneTray Processing Kit OTK-210)

Cycle Type Parameter Minimum Set Point

Prevacuum Exposure Temperature 270°F (132°C)

Exposure Time Minutes 4

Dry Time Minutes 20

Wrapped No

Do not stack trays/containers during sterilization.
Ensure that the implants and instruments are at room temperature prior to use.

Storage: 
Store all devices in a clean and dry environment. The devices are manufactured from 
non-degradable materials. When stored under the recommended conditions, the shelf 
life of this product is not limited.

CAUTION: Federal Law (USA) restricts this device to sale by or on the order of a physician.

For additional product information, please visit www.medline.com or contact customer
service at 1-800-MEDLINE.


