
INSTRUCTIONS FOR REPROCESSING OF  
ENDODONTIC FINGER INSTRUMENTS

1. PURPOSE
These instructions are recommended to ensure cleaning, disinfection, and sterilization of select Premier® Endodontic devices 
(see section 2) before first use for non- sterile devices and before each reuse for reusable devices. This document aims to help 
healthcare professionals handle Premier® Endodontic devices in a safe manner as well as (re)process and maintain them in an 
appropriate manner, in accordance with the requirements of ISO 17664.

2. SCOPE OF APPLICATION
*These instructions apply to the Premier® Endodontic Devices/Instruments listed here:

Instrument Description Applicable SKUS

Premier® Barbed Broach 9053631, 9053633, 9053634, 9053636

Premier® Endo Drills 9055001, 9055002, 9055003, 9055004, 9055005, 9055006, 9055009, 9055021, 9055022, 9055023, 
9055024, 9055025, 9055029

Premier® Finger Pluggers 9053791, 9053792, 9053793, 9053794

Premier® Finger Spreaders 9053814, 9053816, 9053818, 9053820, 9053826, 9053830, 9053832, 9053834, 9053836, 9053842

Premier® Hedstrom Files
9053399, 9053400, 9053401, 9053402, 9053403, 9053404, 9053405, 9053406, 9053407, 9053416, 
9053417, 9053424, 9053425, 9053426, 9053427, 9053428, 9053429, 9053430, 9053431, 9053432, 
9053433, 9053434, 9053435, 9053441, 9053442, 9053877, 9053878, 9053879, 9053893

Premier® K-Files

9053200, 9053201, 9053202, 9053203, 9053204, 9053205, 9053206, 9053207, 9053208, 9053209, 
9053210, 9053211, 9053212, 9053218, 9053219, 9053230, 9053231, 9053232, 9053233, 9053234, 
9053235, 9053236, 9053237, 9053238, 9053239, 9053240, 9053241, 9053242, 9053243, 9053244, 
9053248, 9053249, 9053290, 9053291, 9053292, 9053293, 9053294, 9053295, 9053296, 9053297, 
9053298, 9053299, 9053300, 9053301, 9053302, 9053304, 9053311, 9053312

Premier® Reamers 90053002, 90053003, 90053004, 9053030, 9053031, 9053032, 9053033, 9053034, 9053035, 9053036, 
9053037, 9053039

Premier® Root Fillers 9053556, 9053560, 9053561, 9053562, 9053565, 9053571

Refer to the information on the label to determine the processing applicable to the device(s):

Sterility Single-use device Processing required before first use Processing required after each use

Yes
No

No Yes

3. WARNINGS AND PRECAUTIONS
Warnings and precautions for the user:
• The devices covered by these instructions are intended for use in medical or hospital environments by qualified healthcare 

professionals.
• Use a dental dam when using the device(s) to avoid, for example, aspiration or ingestion by the patient.
• For your own safety, use personal protective equipment required during processing of the devices.
• For your own safety, wear surgical masks, gloves, and safety goggles.
• Carefully read the label or marking on the packaging to ensure you are using the correct device.
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Warnings and precautions for the processing of devices:
• Use approved cleaning and disinfecting agents (e.g., approved by the VAH/DGHM or FDA, or bearing the CE marking) and use 

them according to the recommendations in their respective instruction manual.
• It is the user’s responsibility to check the devices before each use in order to identify any possible defects.
• Cracks, deformations, signs of corrosion, loss in color or marking are signs that the device is no longer able to achieve the 

required performance level and should be discarded.
• Do not exceed a sterilization temperature of 135 °C.

In case of incident:
All serious events occurring in relation to the product must be reported to the manufacturer and the competent authority 
according to local regulations.

4. LIMITATIONS ON REPROCESSING
Generally speaking, any device showing visible signs of wear and tear or damage should be discarded (see sections 8 and 12).

  Single use devices:
Devices labeled for single use only must not be reprocessed for reuse, as they are not designed to perform as intended 

after first use. Changes in mechanical, physical or chemical characteristics occurring with repeated use and/or (re)processing may 
compromise the integrity of the design and/or material, thus reducing the safety, performance and/or compliance of the device(s). 
When single use devices are supplied non-sterile and require sterilization before use, the relevant sections of these instructions 
are applicable.

Reusable devices:
These devices can be reused and reprocessed up to 8 times depending on the complexity of the canal to be treated. Where 
necessary, refer to the instructions in the device’s instructions for use.

5. INITIAL PROCESSING AT THE POINT OF USE FOR REUSABLE DEVICES
After use, follow the steps below:

1. Disassembly: Remove the endo stop(s) from the instrument(s).
2. Pre-cleaning: Within a maximum of 30 minutes after use, remove excess soiling from the device(s) with disposable,  

lint-free wipes or a soft brush. Immerse the device(s) in a solution of water and neutral detergent.
3. Rinsing: Thoroughly rinse the device(s) with plenty of running water for at least 1 minute.

6. PREPARATION BEFORE CLEANING
Precautions:
• The device(s) should be reprocessed as soon as possible after use.
• The user should observe the concentrations and soaking times indicated in these instructions. An excessive concentration may 

cause corrosion or other defects on the devices.
• The disinfectant solution should not contain aldehyde so as to avoid fixation of blood residue.
• Do not use a disinfectant solution containing phenol, aldehyde or substances not compatible with the devices.
• The washer/disinfector must comply with ISO 15883 and undergo regular maintenance and calibration.

7. CLEANING/DISINFECTION
Follow one of the two methods described below (manual or automated) for cleaning and disinfection:
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• Manual and mechanized devices before first use (if applicable, see section 2) and before each reuse (if applicable, see section 2).
• Endo stops before first use and before each reuse.

Manual cleaning/disinfection:
Equipment: Cleaning/disinfectant solution, brush, ultrasonic bath, purified running water, absorbent cloth.

1. Place the device(s) in a container, limiting any contact between the parts as much as possible.
2. Immerse the device(s) in the recommended cleaning/disinfectant solution. If necessary, use a soft nylon brush to gently 

scrub the device(s) until all visible soiling has been removed. If needed, use ultrasonic equipment as well.
3. Remove the device(s) from the solution and container and thoroughly rinse them under purified running water for at least 1 

minute.
4. Dry the device(s) with single use absorbent cloth.

Automated cleaning/disinfection:
Equipment: Washer/disinfector, purified water, cleaning/disinfectant solution:
• Washing: Neodisher® Mediclean Forte (0.5 % concentration)
• Thermal disinfection: Neodisher® Mediklar Special (0.03 % concentration)

1. Place the device(s) in a washer/disinfector basket, limiting any contact between the parts as much as possible.
2. Process using a standard washer/disinfector cleaning cycle for at least 10 minutes at 93 °C or A0 value > 3000 and complete 

with a hot air drying cycle for at least 15 minutes at 110 °C.

8. INSPECTION AND MAINTENANCE
1. Before sterilization, discard any device(s) that has/have the following defects:

• Plastic deformation
• Bent device
• Untwisted device
• Damaged or blunt cutting edges
• No marking
• Corrosion
• Discoloration
• Other visible defects

2. Reassemble the endo stop(s) on the appropriate device(s).
3. Thoroughly inspect each device to check that all visible contamination has been eliminated. In case of contamination being 

observed, repeat the cleaning/disinfection process described above.

9. PACKAGING
Precautions:
• Check the use-by date of the sterilization pouch stated by the manufacturer.
• Use packaging that can withstand temperatures up to 141 °C and complies with ISO 11607 and EN 868.

1. The device(s) should be packed in a medical grade sterilization pouch (compliant with ISO 11607-1).  
Limit any contact between the devices and seal the pouches in accordance with the manufacturer’s recommendations.
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10. STERILIZATION
Precautions:
• Autoclave (moist heat) sterilization using a pre-vacuum (forced air removal) cycle is recommended.
• Place the pouches in the sterilizer in accordance with the recommendations of the sterilizer’s manufacturer.
• The autoclaves should comply with the requirements of the applicable standards (EN 13060 and EN 285) and should be approved, 

maintained and checked in accordance with these standards and the manufacturer’s recommendations.
• Before any sterilization cycle, make sure that the maximum load indicated by the sterilizer’s manufacturer is not exceeded.

Device class Class B

Exposure time

Min. 3 minutes.
The exposure time can be extended to 18 minutes to comply with the recommendations 
of the World Health Organization (WHO), the Robert Koch Institute (RKI), etc. These medical 
devices are able to withstand such sterilization cycles.

Temperature 134 °C

Drying time Recommended: 20 minutes (minimum, in chamber)

Visual inspection
Check the device(s) in accordance with section 8 and verify proper performance of the 
sterilization cycle (packaging integrity, no humidity, color change of sterilization indicators, 
physical and chemical integrators, and digital records of various cycle parameters).

11. STORAGE
Precautions:
• If the packaging has been opened, damaged or become wet, the sterile state of the devices inside the packaging is not 

guaranteed. Perform a new complete (re)processing cycle or discard the device(s).

1. Store the device(s) in sterile packaging in a well-ventilated area, protected from dust, moisture, insects and temperature/
humidity extremes, and at the temperature specified by the paper-plastic pouch by the manufacturer of the steam 
sterilizer.

2. The packaging of the sterile devices should be carefully examined before opening (packaging integrity, no humidity, and 
expiry date) to ensure that the packaging’s integrity has not been compromised during storage.

12. DISPOSAL
When a device reaches the end of its life, make sure that it is discarded in accordance with the applicable laws and regulations.
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Symbol Designation Description Reference /  
ISO registration number
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Operating instructions Indicates the need for the user to consult the applicable 
operating instructions and/or the processing instructions.

ISO 15223-1  
(ISO no. 7000-1641)

Rx Only Prescription device
Caution : Federal law restricts this device to sale by or on the 
order of a “dentist/physician” licensed by the law of the State in 
which he/she practices to use or order the use of the device

21 CFR 801.109
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Catalog number Indicates the manufacturer’s catalog number so that the 
medical device can be identified.

 ISO 15223-1  
(ISO no. 7000-2493)

Batch code Indicates the manufacturer’s batch code so that the batch can 
be identified.

 ISO 15223-1  
(ISO no. 7000-2492)

Date of manufacture
Indicates the date on which the medical device is manufactured.

Date format: YYYY-MM-DD.

 ISO 15223-1  
(ISO no. 7000-2497)
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Do not reuse Indicates a medical device that is intended for one use, or for 
use on a single patient during a single procedure.

ISO 15223-1  
(ISO no. 7000-1051)

Clockwise rotation
Indicates that an instrument is intended to be used in a 
clockwise direction. This symbol is accompanied by a rotational 
speed expressed in revolutions per minute [rpm].

ISO 21531  
(ISO no. 7000-0258)

Material symbol

Indicates the material from which the device is made:

ISO 9687 
 (ISO no. 7000-2793)

Tip diameter Indicates the tip diameter of an instrument, expressed in 
hundredths of a millimeter. Not applicable

Taper Indicates the taper of an instrument, expressed in millimeters 
per millimeter of length (e.g., .02 corresponds to 2 %) Not applicable

Length Indicates the usable length of the device. Not applicable

Non-sterile Indicates a medical device that has not been subjected to a 
sterilization process.

ISO 15223-1  
(ISO no. 7000-2609)

Sterilizable in a steam 
sterilizer (autoclave) at 
temperature specified

Indicates that the medical device is sterilizable in a steam 
sterilizer (autoclave) at the temperature specified.

ISO 9687  
(ISO no. 7000-2868)


