ENDOTECH EN / NEW ZEALAND

INSTRUCTIONS FOR USE

Transform S K Files

Stainless steel K type hand files
FOR PROFESSIONAL DENTAL USE

01 Intended use and product range

For manual exploration, glide path preparation and shaping of root canals, by dental
professionals trained in endodontics. Identify the file by its article number, tip size,
taper and length.

Tip sizes 6, 8, 10, 15, 20, 25, 30, 35, 40, 45, 50, 55, 60, 70, 80
Taper .02
Lengths 21,25 and 31 mm

Not all size—length combinations are available. Range and final device specifications
require approval.

02 Composition and presentation

Stainless steel working part with a manual handle and depth stop. This draft covers
the planned sterile, single-use presentation. Final component materials and coatings
require confirmation.

03 Contraindications and safety

Do not use in patients allergic to a constituent material. Check the alloy declaration
for patients with metal allergies. Do not force a file through a blocked or
unidentifiable path.

Use rubber dam isolation, eye protection and standard infection-control precautions.
Sharp instruments can cause injury. Misuse or damage may cause fracture, canal
transportation, perforation or cross-contamination.

Do not use expired products, open or damaged sterile packs, or files with corrosion,
cracks, unwound flutes or other damage. Do not reuse or resterilise single-use files.

Use minimal pressure. Stop when a file binds or ceases to advance. Inspect
throughout treatment; fatigue may occur without visible damage.

IFU-NZ-TSK - D1 - 07 SEP 2026 1172



ENDOTECH EN / NEW ZEALAND

04 Preparation and operating mode

Manual use only. Do not connect to a motor.
Before issue: confirm manual technique and movement limits.

Assess clinical findings, radiographs and canal anatomy. Prepare access and determine
working length. Open the pack aseptically before use; check file identity and stop
position. Maintain a controlled manual grip.

05 Clinical sequence

1. Select a small file that can enter the canal without force. Set the silicone stop to the
assessed working length.

2. Explore gently with controlled small manual movements appropriate to a K file.
Withdraw regularly to remove debris and irrigate.

3. Confirm working length and establish a reproducible glide path before increasing
instrument size. Never force a file past resistance.

4. Enlarge incrementally according to canal anatomy and the intended preparation.
Recheck working length and inspect the file whenever it is withdrawn.

5. Stop if the file binds, unwinds or becomes distorted. Replace it and reassess the canal
rather than increasing force.
06 Irrigation and instrument care

Maintain irrigation and remove debris during preparation. Clear flutes without damaging
edges. Do not immerse the handle or entire instrument in irrigant. Before issue, confirm
compatible solutions, concentrations and contact times for this device.

07 Storage disposal and reporting

Protect unopened packs from moisture, sunlight and damage. Before issue, confirm
temperature, humidity and shelf-life limits. Follow the final pack expiry date and batch
information. Discard used files in an approved sharps container under the practice’s
clinical-waste procedure.

Record article and batch details where practicable. Report defects or adverse incidents to
the NZ distributor, retaining packaging and relevant device details.

08 New Zealand distributor
ENDOTECHNZ LIMITED

3c/14 Beaumont St, Auckland 1010, New Zealand
Steve Shepherd - 021 543 414
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