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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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Introduction

Tissue punches are dental implant instruments used in conjunction with angled dental handpieces for
surgical dental implant procedures such as cutting holes or notches in and removing of gingival tissue.
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Dentistry — Tissue punches

1

Scope

This document specifies requirements and their test methods for tissue punches used with a handpiece
in dentistry especially for oral surgical implant procedures, such as cutting holes or notches in and
removing of gingival tissue. It also specifies the requirements for their marking and labelling.

2

The

constitutes requirements of this document. For dated references, only theedition cited
unddted references, the latest edition of the referenced document (including any amendme

ISO
ISO

ISO 4507-1, Metallic materials — Vickers hardness test — Partd! Test method
ISO 4508-1, Metallic materials — Rockwell hardness test —<Part 1: Test method

ISO §325:2004, Dentistry — Test methods for rotary instruments

ISO

implgnt placement and treatment

ISO
ISO

manyfacturer for the processing ofimedical devices

ISO 41850-1, Dentistry — Materials for dental instruments — Part 1: Stainless steel

3

For the purposesiéfthis document, the terms and definitions given in ISO 1797, ISO 1947

and

ISO dnd IE€maintain terminological databases for use in standardization at the following g

3.1

Normative references

following documents are referred to in the text in such a way that some lor all of t

1797, Dentistry — Shanks for rotary and oscillating instruments

1942, Dentistry — Vocabulary

3504, Dentistry — General requirements:far instruments and related accessories us|

16443, Dentistry — Vocabulary for dental implants systems and related procedure

17664, Processing of health care/products — Information to be provided by the m4

Terms and definitions

the following apply.

heir content
applies. For
hts) applies.

ed in dental

dical device

, 1ISO 16443

ddresses:

IS@Online browsing platform: available at https://www.iso.org/obp

IEC Electropedia: available at http://www.electropedia.org/

tissue punch
instrument for removal of a disk of soft tissue

[SOURCE: ISO 16443:2014, 3.3.8]
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4 Symbols

Dy outer diameter of working part
D, inner diameter of working part
D4 diameter of shank

Ly overall length

L, length of shank

Ly lengfh of working part

5 Classification

For the purpose of this document, tissue punches shall be classified according tothe purposes of use

into following types:
— Type 1: hollow (see Figure 1)
— Type 2: centre-guided (see Figure 2)

1 2
JI > == )
N/
Ls Ly S 0,
Ly Dy
Key
1  working|part
2 shank
Figure 1 — Tissue punch type 1: Hollow
2 © IS0 2021 - All rights reserved
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Figure 2 — Tissue punch type 2: Centre-guided

6 Requirements

6.1 | Selection of metals

The inetals of the tissue punch shall be in accordance#ith ISO 21850-1.

6.2 | Surface finish

Surfjce treatment shall be left to the discretion of the manufacturer. The surfaces of the gissue punch
shalllbe free of visible surface defects wlien tested in accordance with 7.1.

6.3 | Dimensions

6.3.1 Diameter of the working part and centre-guide

Inner diameter of the'working part (D,) shall be specified, and shall be within +0,1 mm of the
mantifacturer’s statedvalue when measured in accordance with 7.2.

For type 2, the.diameter of centre-guide shall be specified, and shall be within 0,1 mm of the
mantifacturer’s)stated value when measured in accordance with 7.2.

6.3.2 _Tength of the working part

The length of the working part shall be within #0,5 mm of the manufacturer’s stated value when
measured in accordance with 7.2.

6.3.3 Overall length

The maximum overall length shall be left to the discretion of the manufacturers.

6.3.4 Dimensions of the shank

The dimensions of the shank shall be in accordance with ISO 1797 when measured in accordance with 7.2.
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