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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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Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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INTERNATIONAL STANDARD ISO 3630-3:2021(E)

Dentistry — Endodontic instruments —

Part 3:
Compactors

1 pcope

This| document specifies the requirements and test methods for endodontic compactérs”(pluggers and
sprepders) which are used for the compaction of endodontic filling materials, and also heat-carriers
(whilch are not specified in the other parts of the ISO 3630 series).

This|document specifies the requirements for size, marking, product designation, safety considerations,
and their labelling and packaging.

2 Normative references

The [following documents are referred to in the text in suchya/way that some or all of their content
congtitutes requirements of this document. For dated references, only the edition cited ppplies. For
undgted references, the latest edition of the referenced document (including any amendments) applies.

ISO 1942, Dentistry — Vocabulary

ISO 8630-1:2019, Dentistry — Endodontic instruments — Part 1: General requirements

3 [erms and definitions

For the purposes of this document,‘the terms and definitions given in ISO 1942, ISO 3630-1, and the
following apply.

ISO @nd IEC maintain terminolegical databases for use in standardization at the following addresses:

— [SO Online browsing‘platform: available at https://www.iso.org/obp

— [EC Electropediaravailable at http://www.electropedia.org/

31
comjpactor
endqdonticinstrument used manually as a plugger (3.2) or spreader (3.3) designed to compact filling
mat¢rials in the root canal system

Note 1 to entry: There are two types: finger (hand) and binangle.

3.2

plugger
compactor (3.1), used mainly in an apical direction, whose working surface (3.7) is tapered or non-
tapered, circular in cross-section and has a flat tip

Note 1 to entry: Figure 1 and Table 1 describe the specific dimensions and characteristics of a plugger.

© IS0 2021 - All rights reserved 1
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3.3
spreader

compactor (3.1), used mainly in a lateral direction, whose working surface (3.7) is tapered, circular in
cross-section and has a pointed tip

Note 1 to entry: Figure 2 and Table 2 describe the specific dimensions and characteristics of a spreader.

3.4

binangle compactor
angled plugger (3.2) or spreader (3.3) used by hand for obturation of the root canal system

ryze Biguiva
Note 1 to entryEisure3an

o

inanalo copmnantay

3.5
heat-carrig
instrument

3.6
thermome
instrument
system

3.7
working sy
partofaco

4 Classi

4.1 Class

For the pur]

3 instruments as specified in ISO 3630-1.

The definiti
used in a laf

4.2 Symbols

For the pur

D dian

d dian

EXA

n

r
used for transferring heat to the filling material in the root canal system

rhanical compactor
that generates heat by its rotation for compacting obturation material in the root g

rface
mpactor (3.1) that contacts obturation material

fications and symbols

ifications

poses of this document, endodontic conipactors are grouped as Class 1, Class 2, and (

ons in Clause 3 specify the classification of endodontic pluggers and spreaders which cg
eral or apical direction, or astheat carriers or thermomechanical compactors.

boses of this document, the following symbols apply.

eter of the projection of the working part (surface) at the tip end (reference size)

eter of the compactor at the subscripted millimetre distance from the tip indicated by

MPLE'1 d; is the diameter at 3 mm from the tip.

anal

Llass

n be

(n)

leng

th of the compactor at the subscripted millimetre distance from the tip indicated by (n)

EXAMPLE 2[5 is the length 3 mm away from the tip.

length of operative part (surface), measured from the tip

length of the working part (surface), measured from the tip
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5 Requirements

5.1 Material

The operative part and the handle, if one piece, shall be made of any material which
instruments to meet the requirements in ISO 3630-1:2019, 5.7.

5.2 Dimensional requirements

5.2.1 General

The nominal diameter of pluggers and spreaders, when stated, shall meet the requirenients
and P, respectively.

allows the

of Tables 1

Within the dimensional requirements, variations in shape and design are cat’the manufacturer’s

discretion.

With the exception of Class 1 compactors, working surface length, operative part length,
length are left at the discretion of the manufacturer.

5.2.2 Diameter

The |diameter designated as D for Class 1, Class 2, and Class 3 compactors is the refere
nomfinal size of the compactor, as shown in Figures 1 and 2."Measure the diameter in accoj
ISO 3630-1:2019, 7.3.

and overall

nce for the
dance with

All qther dimensions identified in the figures or tables of ISO 3630-1:2019 are used for fhe purpose

of cglculation of the taper for the working surfaceof Class 2 compactors, the calculation fg
detefmination of compactor diameter test locations.

5.2. Length

5.2.3.1 General

r D, and for

The |ength of the operative part/and overall length are left at the discretion of the manufactjurer.

Meapure the length in acéordance with ISO 3630-1:2019, 7.3.

5.2.3.2 Class 1 (standard) compactors
The Jength of thé'working surface shall be a minimum of 16 mm.

The |length,shall be within 0,5 mm of the length specified by the manufacturer.

The Jeéngth of the operative part and overall length shall be left at the discretion of the manyfacturer.

5.2.3.3 Class 2 (taper) and Class 3 (non-taper) compactors
The manufacturer shall specify a minimum length for the working surface.

The operative part length shall be within 0,5 mm of the length specified.

5.2.4 Tip

The tip of the plugger (Figure 1) shall be flat and perpendicular to the axis of the compactor.

The tip of the spreader (Figure 2) may be pointed or rounded and left at the discre
manufacturer.

© IS0 2021 - All rights reserved
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5.2.5 Shaft

The shaft shall be either cylindrical or tapered. For Class 3 compactors, the diameter D shall not exceed
ds.

Dimensions in millimetres

d,
A U—

. 3
| A
; |

[n 1

~~-
Y

~1]___—

lop

Key
1 handle

Figure 1 — Plugger

Table 1 — Diameters and designation of pluggers (Class 1)

Dimension in millimetres

Nominal D d; dig Colour
size +0,02 +0,02 +0,02 designation
15 0,15 0721 0,47 white
20 0,20 0,26 0,52 yellow
25 0,25 0,31 0,57 red
30 0,30 0.36 0,62 blue
35 0,35 0,41 0,67 green
40 0,40 0,46 0,72 black
45 0,45 0,51 0,77 white
50 0,50 0,57 0,82 yellow
55 0,55 0,61 0,87 red
60 0,60 0,66 0,92 blue
70 0,70 0,76 1,02 green
80 0,80 0,86 1,12 black
90 ;90 9,96 122 witite
100 1,00 1,06 1,32 yellow
110 1,10 1,16 1,42 red
120 1,20 1,26 1,52 blue
130 1,30 1,36 1,62 green
140 1,40 1,46 1,72 black

4 © IS0 2021 - All rights reserved
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5.2.6 Binangle compactor

The
At th

The
with

handle

Table 2 — Diameters and designations of spreaders (Class 2)

lop

Figure 2 — Spreader

Dimension in millimetrg

LS

Nominal size D d; d1g Colour designation
+0,02 *0,02

010 0,10 0,16 0,42 purple

015 0,15 0,21 0,47 white

020 0,20 0,26 0,52 yellow

025 0,25 0,31 0,57 red

030 0,30 0,36 0,62 blue

035 0,35 0,41 0,67 green

040 0,40 0,46 0,72 black

045 0,45 0,51 0,77 white

imra brand.

dimensions and €haracteristics of the binangle compactor are shown in Figure 3 and T4

e discretion‘of the manufacturer, a Class 1 compactor may have a working surface leng
in Figure 3 (Ig),different from 16 mm.

angley oy, shown in Figure 3 shall be within the tolerance as specified in Table 3 for any

ble 3.

th as shown

specific size

© IS0 2021 - All rights reserved
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Dimensions in millimetres

Figure 3 — Binangle compactor

Table 3 — Angle tolerance

Angle range
Tolerance
a
a<10° +1
10° < a < 25° +2
25° <a <45° +3
a > 45° 4

5.3 Mechanical requirements

5.3.1 Stiffness (resistance to bending), finger compactors

Test one ingtrument: after a deflection of 7°, the-handle shall return to its original position on rem
of the forcej then, after a deflection of 9°, it shall return to within 2° of its original position; then, af]
deflection df 18°, there shall be no sign of failure.

If the instriment complies with eachrdegree of deflection specified, and there is no sign of failu
passes.

Test in accojrdance with ClauseZs,and 7.3.

5.3.2 Stiffness (resistance to bending), binangle compactors

oval
ter a

re, it

Test one inptrument. After a deflection of 15 mm, the handle shall return to its original positio

removal of the foree; then, after a deflection of 20 mm, it shall return to within 4,5 mm of its orig

position; then,Aafter a deflection of 40 mm, there shall be no sign of failure.

If the instrum
passes.

Test in accordance with Clause 6 and 7.4.

5.3.3 Stiffness (resistance to bending), heat-carriers

on
inal

Test one instrument: after a deflection of 15 mm, the handle shall return to its original position on
removal of the force; then, after a deflection of 20 mm, it shall return to within 4,5 mm of its original

position, then, after a deflection of 40 mm, there shall be no sign of failure.

If the instrument complies with each degree of deflection specified, and there is no sign of failure, it

passes.

6 © IS0 2021 - All rights reserved
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Test

ISO 3630-

in accordance with Clause 6 and 7.5.

5.3.4 Handle security

5.3.4.1 Finger compactors

3:2021(E)

Handles when affixed to finger compactors shall be permanently secured. The operative part shall not
have any axial movement from the handle when a force of 200 N is applied.

Test

5.3.4

The
mov

Test

5.3.!
The

5.4

Repi
and

proviided by the manufacturer, 10 cycles shall be applied.

Follgwing reprocessing, the instrument shall. be free from surface defects and corrosion
with the requirements of [SO 3630-1:2019, 5:10.

5.5

When colour-coding is included fax; size or taper, the colour shall be in accordance with ISO 3
5.2.3,5.3.6,5.3.7,5.4.3,5.5.3, 5.6:6, and 5.6.7.

in accordance with ISO 3630-1:2019, 7.6.

.2 Binangle compactors and heat-carrier instruments

operative part of binangle compactors and heat carrier instruments shall not hay
ement from the handle when an axial force of 200 N is applied.

in accordance with Clause 6 and 7.6.

b Surface finish

pperative end shall have a smooth finish when visually inspectéd under 4x magnificati

Resistance to reprocessing

maximum number of reprocessing cycles. If the~thaximum number of reprocessing ¢

Colour-coding

e any axial

p1n.

ocess the instrument in accordance with the mahufacturer’s stated reprocessinmg protocol

ycles is not

and comply

630-1:2019,

b plan is as

bss samples

psted, all 10

6 PBampling

For pach test, unléss otherwise specified, the samples tested shall comply. The samplin

follows:

— [fest 10nstruments of each size. If all 10 samples pass, the product passes. If eight or 1
pass, the product fails.

— lfnine Qnmp]pc pass test 10 additional Qnmp]pc When 10 additional cnmp]pc aretobet
shall pass for the product to comply.

7 Testing

7.1 General

Test methods are specified in ISO 3630-1:2019, Clause 7.

7.2 Size

Measure D and dj for pluggers, and d; and d;, for spreaders. Record the diameters and the calculated
taper for 10 instruments of each type to be tested.

© IS0 2021 - All rights reserved
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7.3 Stiffness (resistance to bending), finger compactors

Test the instrument using the apparatus as specified in ISO 3630-1:2019, 7.5.

7.4 Stiffness (resistance to bending), binangle compactors

Measure the applied load and the permanent set identified by the distance from the original position
after the deflections of 15 mm, 20 mm, and 40 mm. Note any sign of instrument failure (see Figure 4).

Hold the tine of the compactor firmly, over a distance of 3 mm from the tip, in a suitable clamp or device
so that the tip is not free to move appreciably during the test. Hold the compactor and clamp with

the handle
the handle,
deflection 4
point of ent

and in such a direction that the least possible torsion is applied to the tine. MeaSursg

'y of the tine into the clamp.

of the compactor pointing vertically upwards. Apply a force perpendicular to the axfis of

the

t right angles to the original line of the handle at a point on the handle 125 mm'fronj the

© ISO 2021 - All rights reserved
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