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ISO 80369-2:2024(en)

ord

[SO (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.

The procedures used to develop this document and those intended for its further maintenance are described
in the ISO/IEC Dlrectlves Part 1.In partlcular the dlfferent approval criteria needed for the dlfferent types

of ISO documen

ISO/IECD

[SO draw
patent(s).
rights in
patent(s)
this may
WWwWWw.iso.

les of the
irectives, Part 2 (see www.iso. org/dlrectlves)

5 attention to the possibility that the implementation of this document may involve-the|use of (a)
ISO takes no position concerning the evidence, validity or applicability of any claimged patent
respect thereof. As of the date of publication of this document, ISO had not reéceived ndgtice of (a)
which may be required to implement this document. However, implemefiters are cautioned that
hot represent the latest information, which may be obtained from the patent database ayailable at
pbrg /patents. ISO shall not be held responsible for identifying any or allysuch patent righty.

Any trad{
constitutd

For an ex

related tp conformity assessment, as well as information about ISO's adherence to the Wo

Organizat

This docu
general a:
Committe
Committe
correspon
between

Alist of a

e name used in this document is information given for the convenience of users and| does not
e an endorsement.

blanation of the voluntary nature of standards, the meaning of ISO specific terms and e

ion (WTO) principlesin the Technical Barriers to Trade(TBT), see www.iso.org/iso/foreword.html.

ment was prepared by Technical Committee ISQ/TC 210, Quality management and corrgesponding
pects for products with a health purpose including medical devices, in collaboration with|Technical
e IEC/SC 62D, Particular medical equipmeént, software, and systems, and with the [European
e for Standardization (CEN) Technical, Committee CEN/CLC/JTC 3, Quality management and
ding general aspects for medical devices, in accordance with the Agreement on technical copperation
SO and CEN (Vienna Agreement).

| parts in the ISO 80369 series-can be found on the ISO website.

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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Introduction

The small-bore connectors specified in this document conform with the requirements for non-interconnectable

character

istics of ISO 80369-1.

This document includes design and performance requirements for small-bore connectors for the respiratory

applicatio

n.

It is recognised that the small-bore connectors specified in this document might not be suitable for some
medical devices or accessories within this application.

Annex A contains guidance or rationale on the requirements in this document.

This dOC\Ilment has been prepared to support the essential principles for medical device erva

incorporg
Regulator

In this do
the condi

In this do
— “shal

—  “shou

NOTE
correctun
Alist of th

"lindicates a possibility or capability; and

ting respiratory application small-bore connectors according to the International Medid
s Forum (IMDRF). See Annex H.

fument, the conjunctive “or” is used as an “inclusive or” so a statement is trugif any comH
ions is true.

cument, the following verbal forms are used:
" indicates a requirement;
Id” indicates a recommendation;

" indicates a permission;

" is used to express an external constraint.

This document uses italic type to distinguish.defined terms from the rest of the text. It is import
Herstanding of this document that those defined terms are identifiable throughout the text of this
b terms in italics is given in Annex I.

ccessories
al Device

ination of

ant for the
document.
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Small-bore connectors for liquids and gases in healthcare
applications —

Part 2

Connectors for respiratory applications

1 Scop

This docu
connectio
use on m
other con
between

NOTE 1

NOTE 2
within this

NOTE 3

e

ment specifies the design and dimensions for two small-bore connectors intendéd to b
hs in respiratory applications of medical devices and accessories. One connector-(R1) is int
bdical devices and accessories subjected to pressures up to 15 kPa (e.gca-breathing sys
nector (R2) is intended for use on medical devices and accessories subjected to higher
| 5 kPa and 600 kPa (e.g. oxygen therapy tubing).

The pressure is related to pressure available at the source to which tlhie medical device is connect

The intended application does not preclude the use of other eonnectors on medical devices or
application.

Requirements for alternative connectors for this intendéd.application are specified in ISO 80369

This document does not specify requirements for the medical devices or accessories that use these ¢

Such requ

NOTE 4
ISO 80369

irements are given in device-specific standards.

If a device-specific standard does not exist;*the performance and material requirements s
1 can be used as guidance.

2 Normative references

The follov
requirem
the latest

1SO 178, F
IS0 527 (3
1SO 6892;
1SO 14971

ying documents are referpedito in the text in such a way that some or all of their content c
ents of this document. Eordated references, only the edition cited applies. For undated r
edition of the referenced document (including any amendments) applies.

lastics — Deterniindtion of flexural properties
1l parts), Determination of tensile properties
1:2019, Metallic materials — Tensile testing — Part 1: Method of test at room temperature

12019, Medical devices — Application of risk management to medical devices

b used for
ended for
tem). The
pressures

ed.

iccessories

-1.

bnnectors.

becified in

bnstitutes
bferences,

ISO 8036

requirements

J-1:2010, Small-bore connectors jor liquids and gases In healthcare applications — Fart 1: General

ISO 80369-7:2021, Small-bore connectors for liquids and gases in healthcare applications — Part 7: Connectors
for intravascular or hypodermic applications

[SO 80369-20:2015, Small-bore connectors for liquids and gases in healthcare applications — Part 20: Common
test methods

ASTM D638-22, Standard Test Method for Tensile Properties of Plastics

ASTM D790-17, Standard Test Methods for Flexural Properties of Unreinforced and Reinforced Plastics and

Electrical

Insulating Materials

© IS0 2024 - All rights reserved
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3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 14971, ISO 80369-1, ISO 80369-7,
[SO 80369-20 and the following apply.

[SO and IEC maintain terminology databases for use in standardization at the following addresses:

— ISOO

nline browsing platform: available at https://www.iso.org/obp

— IEC Electropedia: available at https://www.electropedia.org

NOTE

For convenience, the sources of all defined terms that appear in italics in this document are given

in Annex|.

3.1
auxiliary
dimensio

[SOURCE;

3.2

breathin
pathways
intermitt

dimension
s derived from other dimensions given for information purposes only

[SO 10209:2022, 3.3.2]

s system

ently in fluid communication with the patient’s respiratory tra¢toduring any form of

ventilation or respiratory therapy

[SOURCE:

3.3
cone
<connect(

Note 1 to 4
Note 2 to 4

3.4

medical §
complete
system w

[SOURCE:

3.5

normal u
operation
instructid

Noteltoe
by the mai
purpose, bl

[SO 4135:2022, 3.6.1.1, modified — Notes 1 to 5 to entry have been removed.]

r> with external sealing surface
ntry: The sealing surface need not be conical.

ntry: This type of connector was previously réferred to as male.

ras pipeline system
system which comprises a supply system, a monitoring and alarm system and a di
jth terminal units at the points where medical gases or vacuum are required

[SO 7396-1:2016, 3.36]

se
including routine inspection and adjustments by any user, and stand-by, accordi
ns for use

ntry: Nermal use should not be confused with intended use. While both include the concept of use 3
ufagtyrer, intended use focuses on the medical purpose while normal use incorporates not only t
ut-maintenance, service, transport, etc. as well

through which gas flows to or from the patient at respiratory pfessures and continuously or

artificial

stribution

hg to the

sintended
he medical

[SOURCE:

3.6
socket

[EC 60601-1:2005, 3.71, modified — replaced ‘operator’ with ‘user’.]

<connector> with internal sealing surface

Note 1 to entry: This type of connector was previously referred to as female.

3.7
user

person interacting with (i.e. operating or handling) the medical device

Note 1 to entry: There can be more than one user of a medical device.

© IS0 2024 - All rights reserved
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Note 2 to entry: Common users include clinicians, patients, cleaners, maintenance and service personnel.

[SOURCE:

[EC 62366-1:2015, 3.24]

4 Non-interconnectability requirements

Small-bore connectors made in conformance with this document conform with the requirements of

ISO 80369-1.

NOTE1 The reference connectors for evaluation of the non-interconnectable characteristics are de
Annex C.

NOTE 2 Thc ouuuuou_y UflllCdl’le’ dCV(’bCJ Cllld thc;l Clttl ;butco \A4 ;th LUllllCLtl.Ull.) \A4 ;th;ll th;a Ml_ll.ll’l'bul‘:l.ull ;D l.

scribed in

rovided in

informativ

NOTE 3
Annex E.

NOTE 4
Annex F.

NOTE 5
6.1, is cont]

NOTE 6
European

5 Mate

NOTE
elasticity ¢

a) R1lar
in fle

b) Surfa
with

Check cory
for metall

6 Dim

6.1 R1

Small-bor
150 hPa (

e Annex D.

The summary of the usability requirements for connectors for this application is provided'in ipformative

The summary of criteria and requirements for connectors for this application is‘provided in ipformative

The summary of assessment of the design of connectors for this applicatjion according to ISO 80369-1:2018,

hined in informative Annex G.

This document has been prepared to address the relevant general safety and performance requifements of

Fegulation (EU) 2017/745I€l,

rrial requirements

There is rationale for the option to apply either the'ISO or the ASTM standards to confirm the modulus of

ontained in Annex A.

d R2 small-bore connectors shall be made of materials with a nominal modulus of elasti¢ity either

kure or in tension greater than 700 MPa.

ces, other than those necessary-torensure non-interconnectable characteristics, need n
the modulus of elasticity requirement.

L formity by applying the tests of ASTM D638-22, the ISO 527 series, ASTM D790-17 or |
ic materials, the tests of [SO 6892-1.

ensions and tolerances

small-bore-connectors

bt comply

SO 178 or

p connectors intended for use on respiratory medical devices and accessories at pressureq less than

| 5.kPa) above ambient shall conform with the dimensions and tolerances as given in

e B.1 and Table B.1 for a R1 cone connector, and

a) Figur

b) Figure B.2 and Table B.2 for a R1 socket connector.

Check conformity by confirming the relevant dimensions and tolerances specified in Annex B.

6.2 R2

small-bore connectors

Small-bore connectors intended to be used on respiratory medical devices and accessories at pressures
between 15 kPa and 600 kPa above ambient shall conform with the dimensions and tolerances given in

a) Figure B.3 and Table B.3 for a R2 cone connector, and

© IS0 2024 - All rights reserved
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e B.4 and Table B.4 for a R2 socket connector.

Check conformity by confirming the relevant dimensions and tolerances specified in Annex B.

7 Performance requirements

7.1 Leakage by pressure decay

Annex A contains guidance or rationale for this subclause.

a) R1and R2 small-bore connectors shall be evaluated for fluid leakage using the leakage by pressure decay

ethad

NOTE
test
b) Wher
1) 4
t
2) 4
p

Check cofformity by applying the tests of ISO 80369-20:2015, Annex B, while using the leakage

connecton
alongerh

7.2 Sub-atmospheric pressure air leakage

a) A Rl|connector shall not exceed a leakage flowrate of¢9,000 05 Pa-m3/s while being subjec
appli¢d sub atmospheric pressure of between 3,0 kPa.and 5,0 kPa over a hold period of bety
and 35 s.

b) A R2 fonnector shall not exceed a leakage flowrate of 0,005 Pa-m3/s while being subjected to 4

sub a

Check conformity by applying the tests of 1SO 80369-20:2015, Annex D, while using the leakage
specified in Annex C (Figures™€.1, C.3, C.8, and C.10, as appropriate). A greater applied sub-

connecton
atmosphe

7.3 Str

R1 and R
stresses s

Check conformity by applying the tests of ISO 80369-20:2015, Annex E, while using the stress

reference

7.4 Res

tested over a hold period between 30 s and 35 s using air as the medium,

R1 small-bore connector shall not exceed a leakage rate of 0,000 25 Pa-m3/s while.being
b an applied pressure of between 12,5 kPa and 15,0 kPa, and

ressure of between 600 kPa and 640 kPa.

specified in Annex C (Figures C.1, C.3, C.8, and C.10, as appropriate). A greater applied pj
old period may be used.

Fmospheric pressure of between 35,0 kPa'and 45,0 kPa over a hold period of between 20 §

ric pressure may be used.

bss cracking

2 small-bore connectors shall meet the requirements of 7.1 and 7.2 after being subject
pecified in ISQ80369-20:2015, Annex E.

connectorspecified in Annex C (Figures C.1, C.3, C.8, and C.10, as appropriate).

istance to separation from axial load

subjected

R2 small-bore connector shall not exceed 0,005 Pa-m3/s while being subjected to an applied

reference
essure or

ted to an
veen 25 s

n applied
and 30 s.

reference

ed to the

cracking

R1 and R2 small-bore connectors shall not separate from the reference connector over a hold period between
10 s and 15 s while being subjected to a disconnection applied axial force between 32 N and 35 N.

Check conformity by applying the tests of ISO 80369-20:2015, Annex F, while using the separation from
axial load reference connector specified in Annex C (Figures C.2, C.4, C.9, and C.11, as appropriate). A greater
disconnection applied axial force or a longer hold period may be used.

7.5 Resistance to separation from unscrewing

R1 and R2 connectors shall not separate from the reference connector for a hold period between 10 sand 15 s
while being subjected to an unscrewing torque of between 0,018 N-m to 0,020 N-m.

© IS0 2024 - All rights reserved
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Check conformity by applying the tests of ISO 80369-20:2015, Annex G, while using the separation from
unscrewing reference connector specified in Annex C (Figures C.1, C.3, C.8, and C.10, as appropriate). A
greater applied unscrewing torque or a longer hold period may be used.

7.6 Resistance to overriding

R1 and R2 small-bore connectors shall not override the threads or lugs of the reference connector while being
subjected to an applied torque of

a) between 0,15 N'm to 0,17 N-m over a hold period between 5 s and 10 s for a R1 connector, and

b) between 0,22 N-m to 0,25 N-m over a hold period between 5 s and 10 s for a R2 connector.

Check conformity by applying the tests of ISO 80369-20:2015, Annex H, while using the résistance to
overriding reference connector specified in Annex C (Figures C.2, C.4, C.9,and C.11, as appropriate)|A greater
applied tdrque or a longer hold period may be used.

7.7 Disconnection by unscrewing

R1 and RR small-bore connectors shall separate from the reference connector with an applied upscrewing
torque of no greater than 0,35 N-m.

Check conformity by applying the tests of ISO 80369-20:2015, Annex [,-while using the disconrlection by
unscrewihg the reference connector specified in Annex C (Figures C.14C.3; C.8, and C.10, as appropjriate).

© IS0 2024 - All rights reserved
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Annex A
(informative)

Rationale and guidance

A.1 General guidance

This Ann
are famil

applicatia
present r¢

A.2 Ra

The claus
and subcl

Clause 1

In 2000, a
of acciden
differenti
connectorn
that they
be used o

Manufacti
bore conn
Foreword

Subclaus

The test g
for a brea

Clause 5

It was de
Method o
test resul
testing pi
tested in

jar with the subject of this document, but who have not participated in its develo
understafding of the rationale underlying these requirements is considered to be essential-for'th¢ir proper

n. Furthermore, as clinical practice and technology change, it is believed thatsa’ ration
bquirements will facilitate any revision of this document necessitated by those d€velop

fionale for particular clauses and subclauses

es and subclauses in this Annex have been numbered to correspond-to the numbering of t
huses of this document to which they refer. The numbering is, thérefore, not consecutive

Scope

Task Group of the European standards organization, GEN, proposed a strategy to reduce
tal misconnection of patient therapy lines by the uséof a series of non-interconnectable c
hted by design, for use in different medical applications. The strategy reserves the u
s solely for use in medical devices used to access the vascular system or for hypodermic sy

h respiratory medical devices.

irers and responsible organizations.are encouraged to report their experience with
ectors specified in this document tétheir national standards body (see the last paragr:
), so that it can consider this feedback during the revision of the relevant part of the ISO 803

e 6.1 Leakage by pressuredecay

ressures chosen are the-worst-case pressures that can be generated under a single fault
thing system for the RUconnector and for a medical gas pipeline system for the R2 connect

Material requirements

termined although several fundamental differences exist between ASTM D 638 Stan
F Tensile Properties of Plastics and ISO 527 Plastics - Determination of Tensile Properties,
Ls can be"quite similar. Test data for both test methods have been gathered by an interl
ovider and the summary statistics of the two groups were compared. The thermoplas

ment. An

le for the
nts.

he clauses

incidents
bnnectors,
e of Luer
ringes so

can achieve their intended function.[Z] The gonnectors specified in this document are intended to

he small-
ph of the
69 series.

condition
r.

dard Test
the actual
hboratory
tic resins

hi®study included polycarbonate (PC), polybutylene terephthalate (PBT), acrylonitrileh

utadiene-

styrene (ABS) and high impact polystyrene (HIPS). All resins were unfilled, unreinforced, and uncoloured.
The following properties were analysed: Tensile Stress at Yield, Tensile Stress at Break, Elongation at Yield,
and Modulus of Elasticity. After removing outliers, the data from the remaining labs were analysed. The
strength of agreement between ISO data and ASTM data varied depending on the property and material
used. There were surprising similarities for modulus of elasticity since different speeds of testing and
calculation methods were used.

© IS0 2024 - All rights reserved
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Table B.1 contains the dimensions for Figure B.1.

ISO 80369-2:2024(en)

Annex B
(normative)

Small-bore connectors for respiratory applications

SZ

b2

dw

dh
9/
bx2
od
df

6

The cone
threaded

lock fitting may be used.

Jsj

connector shows a permanently connected internally threaded lock fitting. A rotatable

nternally

Figure B.1 — R1 cone small-bore connector

© IS0 2024 - All rights reserved
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Table B.1 — R1 cone small-bore connector dimensions

Dimensions in millimetres unless otherwise indicated

R1 cone connector

. . Dimension
Reference Designation — - -
Minimum | Nominal | Maximum
al Angle of the sealing cone, in degrees 58,0° — 62,0°
a2 Angle of the draft allowance, in degrees — — 1,00°
b2 Angle oflntgrnal thread profile on the bearing surface against 26,5° . 28,50
separation, in degrees
Protrusion of the cone post geometry face from the face of PR
ca - 0635 = 0889
grip
ad Outside diameter at the tip of the cone post geometry 3600 — 3700
e Depth of the cone post geometry 5715 = —
af Inside diameter at the entrance face of the fluid lumen — - 2850
@h Major inside thread diameter of the cone lock connector (diam- 9267 . 9521
eter at thread root)
%j Minor inside thread diameter of the cone lock connector, (di- 7 747 . 8001
ameter at thread crest)
m Width of the thread form at the crest of a cone lock connector 0229 — 0381
n Width of the thread form at the root of cone lock connector 0873 — 1083
p Nominal pitch of double-start, right-hand thread of cone léek 1508 . 1668
connector
s2 Thread length from open end of the grip 5080 — —
Qu Inner diameter of the fluid lumen — — 2 850
Outside diameter of the smallest cylinder that€ncompasses
ow the outside surfaces of the external featuresof the collar 1181l o 12319
Px2 Diameter at the base of the sealing coné 4851 — 4953

a  This djmension is when the floating or rotatable collar is positioned fully toward tip of the connector.

© IS0 2024 - All rights reserved
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Table B.2 contains the dimensions for Figure B.2.

E
p
7
N
(I M
o\
| %
< <
= - Y TS | P T Y S B > >
ASS AS) ASY ASS A5 £y
P
N & (
4
\ZJ 6l
= 7z
S2
E2
T
Figure B.2 — R1 socket small-bore connector
Table B.2 — R1 socket small-bore connector dimensions
Dimensions in millimetres unless otherwisp indicated
R1 socket connector
Dimension
Reference Designation — - -
Minimum Nominal | Maximum
Al Angle of the sealing cone, in degrees 58,0° — 62,0°
A2 Angle of the draft allowance, in degrees — — 1,00°
B2 Angle of externgl th-read profile on the bearing surface 26,5° . 28,50
against separation, in degrees
@D Inside diameter at the open end of the socket geometry 5060 — 5150
E Depth of the socket geometry 5207 — 5461
E2 Depth to the base of the sealing cone 3446 3766
aF Inside diameter at the entrance face of the fluid lumen — — 2 850

© IS0 2024 - All rights reserved
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Table B.2 (continued)

R1 socket connector

. . Dimension
Reference Designation — - -
Minimum | Nominal | Maximum
Major outside thread diameter of the socket lock connector, .
oH (diameter at thread crest) 8887 9141
Minor outside thread diameter of the socket lock connector,
9] (diameter at thread root) 7137 T 7391
M Width of the thread form at the crest of a socket lock connector 0384 — 0444
N Thread width of socket lock connector at root 1177 — 1237
Nominal pitch of double-start, right-hand thread of the socket 1461 . 1715
lock connector
R Radius or chamfer at the entrance of the socket taper — — 0,25
S2 Thread length from open end of the socket taper 2670 v —
T Distance from the connector face to the beginning of the grip 5207 . .
geometry
ou Inner diameter of the fluid lumen (auxiliary dimension) — (1,950) —
aw Diameter of the smallest cylinder that encompasses the out- 11811 . 12 319

side surfaces of the external features of the collar

© IS0 2024 - All rights reserved
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Table B.3 contains the dimensions for Figure B.3.

62
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The cone connector shows a permanently connected internally threaded lock fitting. A rotatable internally
threaded lock fitting may be used.

Figure B.3 — R2 cone small-bore connector

Table B.3 — R2 cone small-bore connector dimensions

Dimensions in millimetres unless otherwise indicated

R2 cone connector
. . Dimension
Reference Besignmation — . .
Minimum | Nominal [fMaximum
Angle of taper, (6 % taper nominal) degrees, (auxiliary dimen- o
a . — (3,449 —
sion)
Angle of taper inside tip of cone taper (not yet shown on fig- o o
a2 0 — 1,0
ure)
b2 Angle of 1nte;rnal thread profile on the bearing surface against 24,0° - 26,0°
separation, in degrees
Outside diameter at the tip of the cone taper at 0 500 (basic -
@d dimension) from the tip (small end) of the cone taper Rio4 8266
e Length of cone taper and length of inside diameter to @u 7 366 — 7 620
af Inside diameter at the tip of the cone taper 5300 — 5609
& Outside diameter of the larger end of the cone taper at 22000 8554 . 8656
& (basic dimension) from the tip (small end) of the conétaper
g22 Front of grip to interior base of thread/cone taper 7 493 — 7 747
@h Major inside thread diameter of the cone lock conhector (diam- 11927 . 12 181
eter at thread root)
oj Minor inside thread diameter of the cong lock connector, (diam- 10 657 . 10 881
eter at thread crest)
m Width of the thread form at the crgst of a cone lock connector 0554 — 0614
n Thread width of cone lock connector at root 1161 — 1221
p Nominal pitch of double-statt, right-hand thread of cone lock 2413 _ 2667
connector - 5 mm lead
r Radius or chamfer at the tip of the cone taper 0000 — 0250
52 Thread length from-taper base of cone lock connector 7 493 — 7 747
Bu Inner diametér-of the fluid lumen 3375 — 3629
Diameter0f'the smallest cylinder that encompasses the out-
Ow side surfaces of the external features of the collar P 18340 o 18872
a2 This djmension is'when the floating or rotatable collar is positioned fully toward tip of the connector.
b The m|nimum’value of w shall be maintained for the length of 1,00 mm and the maximum value shall be maintained for the
length of e,

Table B.4 contains the dimensions for Figure B.4.
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Figure B.4 — R2 socket small-bore connectors
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Table B.4 — R2 socket small-bore connector dimensions

Dimensions in millimetres unless otherwise indicated

R2 socket connector

. . Dimension
Reference Designation — - -
Minimum | Nominal | Maximum
o - . - i
A Angle of taper, degrees (6 % taper nominal) (auxiliary dimen . (3,437°) .
sion)
B2 Angle of externgl th_read profile on the bearing surface 2750 . 30,0°
against separation, in degrees
Inside diameter at the open end of the socket taper at
@D 0,500 (basic dimension) irom the opening (large end) ot the 8385 — 8487
socket taper
E Depth of socket taper 7 874 — 8128
Inside diameter of the smaller end of the socket taper at 7,000
oG (basic dimension) from the opening (large end) of the socket 7 995 8097
taper
Outside major thread diameter of the socket lock connector, .
oH (diameter at thread crest) 11 43 11797
Minor inside thread diameter of the socket lock connector,
9 (diameter at thread root) L0301 o 10555
M Width of the thread form at the crest of a socket lock connector: 1082 — 1142
N Thread width of socket lock connector at root 1799 — 1859
Nominal pitch of double-start, right-hand thread of the secket 2 460 2620
lock connector
R Radius or chamfer at the entrance of the socket taper 0000 — 0250
S2 Thread length from open end of the socket taper 2565 — 3250
T Distance from the connector face to the beginning of the grip 7569 — —
geometry
au Inner diameter of the fluid lumen 3375 — 3629
Diameter of the smallest cylinder;that encompasses the out- .
ow side surfaces of the external features of the collar 2 18 340 18872
a2 The minimum value of w shall be maintained for the length of 1,00 mm and the maximum value shall be maintained for the
length of E

© IS0 2024 - All rights reserved
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L N

.

Figure B.5 — R1 small-bore connector assembly

Table B.5 [contains the dimensions for Figure B.6.

Vg,

Figure B.6 — R2 small-bore connector assembly

Table B.5 — R2 small-bore connector assembly

Dimensions in millimetres unless otherwise indicated

R2 connector assembly

. . Dimension
Reference Designation — - -
Minimum | Nominal | Maximum
L Length of engagement (auxiliary dimensions) . (4188) .
(see Figure B.5) (4 683)

© IS0 2024 - All rights reserved
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Annex C
(normative)

Reference connectors for testing small-bore connectors for respiratory

C.1 Ge

applications

The reference connectors shall be manufactured from corrosion-resistant rigid materials with g

of elastic

eral requirements for reference connectors

ty either in flexure or in tension greater than 35 000 kg/cm?2 (3 433 MPa) and) with

roughnesp value, R, not exceeding 0,8 um on critical surfaces. See Figures C.1 to C.14.

modulus
a surface

© IS0 2024 - All rights reserved
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C.2 Reference connectors for R1 small-bore connectors

Dimensions in millimetres

o 505

L % ’L—* .5 -\;0.‘\
pd 2 X 0,84 £0,03

22,69

3,55 £0,03
5,33 £0,05
L 497
//—\B
[
Wy
M| m| mtm —
=] =3 =4 =4
gl o o © LA
H| w1 | +H [ee)
gzl T 1| 1 s
agp|l o tn| m
q|8| ey e
(£ <
N's) m
~ S,
™~ (=]
Vi +l
Ny ~—
N
g‘ A
A-A
Key
P threai pitch
V  thread lead for a double start thread

All sharp edges and corners shall-have a radius no greater than 0,15 mm (unless otherwise specified) for manufacturing
purposes.

Figure Cl1 — Socket reference connector for testing R1 cone connectors for leakage, separatjon from
unscrewing, stress cracking and non-interconnectable characteristics
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Dimensions in millimetres

22,69

3,55 £0,03
5,33 £0,05
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(e o] oo LN m
el & &) &
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= S
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A-A
Key
P threa£ pitch
V  threadl lead for a double start thread

All sharp pdges and corners of lug shall have a radius no greater than 0,15 mm (unless otherwise spécified) for
manufactufing purposes.

Figure|C.2 — Socketxeference connector for testing R1 cone connectors for separation from axial
load and resistance to overriding
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Dimensions in millimetres

]

Key
1 Rl copetaper insert
2 R1 cone reference connector

Create thig cone reference connector assembly by attaching the ‘cone taper insert (Figure C.5) to the referenc¢ connector
(Figure C.9).

Figure C}3 — Cone reference connector for testing R1 socket connectors for leakage, separatjon from
unscrewing, stress crackingand non-interconnectable characteristics
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! ZTo5]A

Key
1  R1 copetaper insert

2 R1 cope reference connector

Create thig cone reference connector assembly by attaching the cone,taper insert (Figure C.5) to the referenc¢ connector
(Figure C.7).

Figure (.4 — Cone reference connector for testing R1 socket connectors from separation from axial
load and resistance to overriding
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C.3 Reference connector components for R1 small-bore connectors

Dimensions in millimetres

5,84 +0,05
1,1 0,03
0,385
S R R o)
S S | i
IR >
3| 3 :i"__@ _______ 11—
I4
N
N

Figure C{5 — Cone reference connector cone taper insert for testing R1 socket connectors for|leakage,
separation from unscrewing, separation from axial load and resistance to overriding, skress
cracking and non-interconnectablécharacteristics
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Dimensions in millimetres

40,03 ]8] B
BF—-+ 3,81 0,25 ¢Too® o
PR 2
2Als] |
NI |
~ [ee)
s 3
X7 /
508 +0 03\/ . 2% 0887 £0,03 ;
i ’
lt—
B-B i
Key
p threa£ pitch
V  threadl lead for a double start thread

Figure Cl6 — Cone reference connectorfor testing R1 socket connectors for leakage, separatjon from
unscrewing, stress cracking and non-interconnectable characteristics
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Dimensions in millimetres

3,81 +0,25 B
U,
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P threa]: pitch
V  thread lead for a double start thread

Figure (.7 — Cone reference connector fovtesting R1 socket connectors separation from axjial load
and resistance to overriding

© IS0 2024 - All rights reserved
23


https://standardsiso.com/api/?name=4137fea01f4199ccdeb1def541120906

ISO 80369-2:2024(en)

C.4 Reference connectors for R2 small-bore connectors

Dimensions in millimetres

2 X 1,47 £0,3

22,69

\B Gm
mMmm
m m_ m ‘\,//Y ©
< |9 ~ S| o
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o __._l_._ ]
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ollSle| m| S :
=<V oo ==}
S ey © |
m
o~
o
I
3 -~—
o
s A
Key

P  thread pitch
V  threadl lead for a double start thread

All sharp eldges and corners of thread form shall have a radius no greater than 0,15 mm (unless otherwise spgcified) for
manufactufing purposes.

Figure (.8 — Socket reference lock connector for testing R2 cone connectors for leakage, separation
from unsérewing, stress cracking and non-interconnectable characteristics
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8,08 +0,05

Dimensions in millimetres

22,69

1,62 +

0,03

[¢]

B
N

#1154 003

3,63

1%

$10,92 +0,03
<10,3
®8,34 +0,03

©8,08 +0,03
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H __i_
|
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Key

P threaI pitch

V  threa

All sharp
manufactul

Figure

fing purposes.

m
o
=
+
m~ l
=4
© A
A-A

lead for a double start thread
bdges and corners of lug shall have a radius of greater than 0,15 mm (unless otherwise spgcified) for

load and resistance to overriding

C.9 — Socket reference connector for testing R2 cone connectors for separation from axial
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Dimensions in millimetres

3

A 2 A-A

Key
1  R2 conpe taper insert

2 R2 cone reference connector

Create this|cone reference connector assembly by attaching the cene taper insert (Figure C.12) to the referencg

e connector
(Figure C.13).

Figure C|10 — Cone reference lock connectorfor testing R2 socket connectors for leakage, se

paration
from unscrewing, stress cracking and non-interconnectable characteristics
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Dimensions in millimetres

3

A 2 A-A

Key
1  R2 conpe taper insert

2 R2 cone reference connector

Create this|cone reference connector assembly by attaching the cene taper insert (Figure C.12) to the referenc¢ connector
(Figure C.1)4).
Figure (

.11 — Cone reference connector for tésting R2 socket connectors separation from a3

kial load
and resistance to overriding
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C.5 Reference connector components for R2 small-bore connectors

Dimensions in millimetres

7,49 0,03
S D
———
°
P
m
o o |
" 1 719005
T [ '
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o | w |
S S /
<’) el
"/§ xQ‘QCD
e D2
Qg\ Q&\
D
D-D

Figure C.12 — Cone reference connector cone taper insert for testing R2 socket connectors for
leakage, separation from unscrewing, stress cracking and separation from axial load and resistance
to overriding
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Dimensions in millimetres

VIE%6 s00
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Key
P threaI pitch
V  thread lead for a double start thread

Figurg C.13 — Cone reference connector for testing R2 socket connectors for leakage, sepdaration
from unscrewing, stresscracking and non-interconnectable characteristics
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Dimensions in millimetres
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Figure (.14 — Cone reference connector for testing R2 socket connectors separation from axial load
andTesistance to overriding
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Annex D
(informative)

Assessment of medical devices and their attributeswith connections
within this application

Table D.1 contains examples of medical devices and accessories with connections to the ancillary port

connectiopof a hreathing system or to be used with a respirable gas The table contains an asse

the impoftant attributes of medical devices and accessories as they relate to the intended connkg|

connectiof is assessed according to the following index or subgroups:

a) breathing system connections;

b) diverfing gas monitor connections;

€) oxyg¢n source connections;

d) oxygén saving systems connections;

e) humififier system connections;

f) sub-atmospheric connections;

g) conndctions for the delivery of liquids or drugs.

and their attributes

Table D.1 — Examples of medical devices with connections within this application

ssment of
tion. Each

Part fcomponent
to whicl) the connector
i§ applied

Index / Sub-
group
Maximum

pressure
A: <150 hPa
B: > 150 hPa

A:‘Air
B: OxXygen
Control risk
of Barotrau-

mas

Control risk
of hypoxia
Type of fluid

adminis-
tered
Pressure

range
hPa

Flow range
1/min

Dynamic sig-
nal to pass
through

Locking
meansneces-

sary

Syringe
needed

Outlet po1t on a breath-
ing system to connect a
breathing[pressure sensor

=
=
U

>

|
<

@

7]

<
@
2]

aQ
%)
©n

<125

A
o
o
[

<
1)
w

<
D
[

no

Inlet portfof a breathing
pressure measuring line
to connect to the breathing
system

1.1.2

— yes

yes

gas

<125

< 0,05

yes

yds

no

Outlet po1t of a breathing
pressure reasuring line

to connecf to-the pressure

1.1.3

— yes

yes

gas

<125

< 0,05

yes

yes

sensor

no

Inlet port on the pressure
sensor (e.g. ventilator) to
connect the outlet port
of a breathing pressure
measuring line

1.14

— yes

yes

gas

<125

< 0,05

yes

yes

no

Key

b This port typically has a rigid attachment component and an elastomeric port.

a  (Connections for this use are typically designed to fit the specific aerosolized drug container.

Portis intended to mean any opening in the part of the medical device or the accessory concerned, including those with a connector
as well as those without a connector.
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Table D.1 (continued)
: © o ™) < &0 n
S |E o~ g ¥R 28 5. |o & = % @
Part /component 5%5‘5';'; _bg;n_’::m Ex% :.Eg;&“ 5 g ,;EE‘J _%"é% Eog
to which the connector :c._&lﬁl—‘_‘n < X EEE g e Ha.éh?’:% ~E | Ego|fus =0
isapplied Q);b-bﬁgv/\ <o E“ E-ﬁ Q-GBEE 3> “—E S E ¥ 59
S |saVAl Tx(82 s% [Be |~ = ig“ = 3 » =
£ <& o% |S° & = 1A £
Port on a breathing system ~800 | 10 ml
;(;ii?;nl?rfgt a fluid sam- 1.2.1 A — yes yes | liquid 0125 | in3s no no yes
Inlet port of a fluid sam-
pl]ng line toconnecttothe 122 A — yes yes Hr}nid to?[oz(; il[(]) ;nsl no no yes
breathing |system
Outlet poit of a fluid sam- ~800 | 10 ml
pling line fo connect to the |1.2.3 A — yes yes | liquid 0125 | in3s no n yes
fluid sampler
Inlet portjon a fluid sam-
pler system to connect to . . ..| =800 | 10 ngl
the outlet|port of a fluid L24 A no no | liquid to0 | in3s no ny no
sampling line
Inlet portjon an expiratory
valve withjin the breathing 3mlin
system to fonnect the line 131 A o no no gas | 125 0,1s yes yes no
which controls the valve
Outlet po:lt on the con- 3mlin
necting lile to be connect- [1.3.2 A — no no gas | <125 01s yes yds no
ed to the ¢xpiratory valve ’
Inlet portjon the connect-
ing line to|the expiratory . 3mlin
valve to bg connected to 13.3 A 1o no gas | <125 0,1s yes yes no
the ventilator
Outlet po1t on the ventila-
tor to conpect the connect- 3mlin
ing line tolthe expiratory 1.3.4 A — no no gas | <125 01s yes yds no

valve

Driving g4s inlet port on
a nebulisqr integral to the |1.4.1 B — yes yes gas |<1000| <125 no yds no
breathing |system

Outlet po1t on a nebu-

liser drivipg gas line to
connect tg the driving gas. |'1.4.2 B — yes yes gas [<1000| <15 no yds no
inlet porton an integral
nebuliser

Inlet portjon a nebuliser
driving ggs lirle to connect
to the driyifig)gas outlet of
the driving gas source

1.4.3 B — yes yes gas [<1000| <15 no yds no

Driving gas outlet port of
the driving gas source to
connect to the inlet port |1.4.4 B AB yes yes gas |<1000| <15 no yes no
on a nebuliser driving gas
line

Key

Portis intended to mean any opening in the part of the medical device or the accessory concerned, including those with a connector
as well as those without a connector.

a  (Connections for this use are typically designed to fit the specific aerosolized drug container.

b This port typically has a rigid attachment component and an elastomeric port.
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Table D.1 (continued)
: © x4 ™) < &0 n
S |E o~ g ¥R 28 5. |o & = % @
Part /component Aal55SS = &|EE EXx le2s|5e Sc | oS®| 20, BT
; <Z|ERQQ|Z£>|vc8 salsEoaNL B |22 |EEQ £
to which the connector o|lE g < |22 P |cE|nEX “E | Eco |Wua|lTo
: . XL X | mS|ERE| E2|gEgdm=| 28 | 522|928 &8
is applied gy Al <R = = e E-1R 2~ | E=< |28 > 2
T =8l 8|S e s% [Be |~ = S5E% (7o «»
£ <& o% |S° & = 1A £
Inlet port on a breathing 10 ml
system for the emergency |1.5.1 A — yes yes |liquid | <125 in3s no no yes
administration of drugs
Nebuliser outlet port for 10 ml
drug administration into 152 B — yes yes ]ir}nid < 1285 ;n no no yes
the breatHing system nss
Port on a preathing system
to connecf a meter dose 1.5.3 A — yes yes lgi;azi{j <125 11r? ;nsl no n yes
inhaler (MDI)2 q
Inlet portjon a breathing
system forl the administra- . A 10 nql
tion of liqyid for the irriga- 1.6.0 A yes yes |liquid| <125 in3’s no ny yes
tion of patfient’s airway
Port to ingdert a heated
wire into the breathing 1.7.0 A — yes yes n/a | <125 | <0,01 no yds no
tube
Port to injert a tempera-
ture sensgr into a breath- (1.8.0 A — yes yes n/a | <125 0 n/a n/ja n/a
ing system
Port on a preathing system - 400 |0,02 to

to connecf a gas monitor 2.1.1 A — yes yes 8as | 1125 0,5 yes yds no
sampling Jine

Inlet portjof a gas monitor ~400 1002 to

sampling |ine to connect [2.1.2 A — ves yes 8as |1, 125 ’0 5 yes yes no
to the breqithing system ’

Outlet po1t of a gas

monitor spmpling line to 21.3 A J es es as |~ 400 0,02 to os ds no
connect tg a diverting res- |77 y y § to125| 0,5 Y y

piratory gas monitor

Input por{ on a diverting . -400 [0,02 to

respiratoily gas monitor 214 A yes yes 835 1t0 125 0,5 no ye no
Input por{ on a water trap _

of a divertfling respiratory,~2.2 A — yes yes gas tolll(;% 0,825t0 no yeds no
gas monitpr ’

Input porf of a filter-used

on the inl¢t port of\a 23 A o os os as |~ 400 |0,02 to no ds no
diverting Fespiratory gas ' y y § to125| 0,5 y

monitor

Return (obtpapertensa 00210

diverting respiratory gas |2.4.1 A — yes yes gas | <125 ’0 5 no yes no
monitor ’

Key

Portis intended to mean any opening in the part of the medical device or the accessory concerned, including those with a connector
as well as those without a connector.

a  (Connections for this use are typically designed to fit the specific aerosolized drug container.

b This port typically has a rigid attachment component and an elastomeric port.
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Table D.1 (continued)

Part /component
to which the connector
is applied

Index / Sub-
group
Maximum
pressure
A: <150 hPa
B: > 150 hPa
A: Air
B: Oxygen
Control risk
of Barotrau-
mas
Control risk
of hypoxia
Type of fluid
adminis-
tered
Pressure
range
hPa
Flow range
1/min
Dynamic sig-
nal to pass
through
Locking
means neces-
sary
Syringe
needed

Inlet port of a gas monitor
return line to connect 002 to
to the return port of a 2.4.2 A — yes yes gas | <125 ’0 5 no yes no
diverting respiratory gas ’
monitor

Outlet po1t of a gas moni-
tor return line to connect
to the breqithing system

return poft

0,02 to

2.4.3 A — yes yes gas | <125 05

no yes no

Return (inlet) port on

the breatHing system to
connect tg the gas monitor
gas returi line

0,02 to

2.4.4 A — yes yes gas | <125 05

no ygs no

Exhaust pprt on a di-
verting respiratory gas 2.5.0 A — yes yes gas
monitor

-400\/0,05 to

tod25| 0,5 no ygs | no

Water outjet port on a
water trap used on the
input por of a diverting
respiratoly gas monitor

2.6.0 A — yes yes |Hguid | <125 | <1 no yes no

Output port of a gaseous

oxygen ddlivery source 411 B B no yes gas [<6000| <30 no yds no

Inlet portfof a patient
oxygen delivery line to
connect tg a gaseous oxy-
gen delivery source

4.1.2 B B no yes gas [<6000| <30 no yeds no

Outlet po1t of a patient
oxygen delivery line to
connect tg the input port (4.1.3 B B no yes gas [<6000| <30 no yds no
of various|masks, prongs
etc.

Gas input port of various
masks, prpngs, breathing
set (e.g. tubing as in ISO
5367), etq

414 A B yes yes gas | <125 | <15 yes yds no

Output pit of an oxygen 4.2.0 B B yes yes gas |<1000| <15 no ng no
concentraftor

Output pil‘:t ofliquid oxy- 4.3.0 B B yes yes gas | <200 | <15 no ng no
gen syste

Output port of an oxygen

flow meter 4.4.0 B B no yes gas [<6000| <20 no yes no

Input port of an oxygen

conserving (saving) device 5.1.1 B B no yes gas |<6000| <20 no yes no

Key

Portis intended to mean any opening in the part of the medical device or the accessory concerned, including those with a connector
as well as those without a connector.

a  (Connections for this use are typically designed to fit the specific aerosolized drug container.

b This port typically has a rigid attachment component and an elastomeric port.
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Table D.1 (continued)

Part /component
to which the connector
is applied

Index / Sub-
group
Maximum
pressure
A: <150 hPa
B: > 150 hPa
A: Air
B: Oxygen
Control risk
of Barotrau-
mas
Control risk
of hypoxia
Type of fluid
adminis-
tered
Pressure
range
hPa
Flow range
1/min
Dynamic sig-
nal to pass
through
Locking
means neces-
sary
Syringe
needed

Outlet port of an oxygen
delivery line to connect to
the input port of an oxy- |5.1.2 B B no yes gas |<6000| <20 no yes no
gen conserving (saving)
device

Inlet portltf an oxygen
delivery line to connect to
gaseous okygen delivery
source

5.1.3 B B no yes gas (<6000 <20 no yds no

Output port of an oxygen

conserving (saving) device 5.2.0 A B yes yes gas | <125 | <15 yes no no

Inlet portjof a venturi

mask system 5.3.0 B A,B | no yes | gas [<6000]|,<20 no yds no

6.1.1 A — yes yes |liquid | <125 0,2 no yds yes

Water filling (inlet) port
ona heat4d humidifier

set to confect to the filling
port on a heated humidifi- [6.1.2 A — no yes | liguid | <100 1 no yds no
er (for filling the humidi-
fier)

Outlet p011:t of the tubing

Spike (inl¢t port) on the
tubing sef{for filling the 6.1.3 A — no no |liquid | <100 1 no n/a no
humidifief

Bag (outldt) port to con-
nect the tyibing set for 6.1.4 A — no no |liquid | <100 1 no yes no
filling thelhumidifier

Water adrpinistration port
on a heat and moisture 6.2.1 A — yes yes |liquid | <125 |< 0,001 no yeds yes
exchangei (HME)

Outlet po1t of the water

supply linp to connect to
the waterlinlet port on a
HME

6.2:2 B — yes yes |liquid | <125 |<0,001 no yds yes

Inlet portfof the water
supply linp to connectite* (6.2.3 A — yes yes |liquid | <125 |<0,001 no yds yes
the water|supply

Outlet port of the-water
supply to fornnect to the |[6.2.4 A — yes yes |liquid | <125 [<0,001 no yds yes
water supplydine

Closed suctioning port on
the breathing system for

; : . 8.2.0 A
introducing the suction
catheter b

— yes yes n/a | <125 0 n/a n/a n/a

Key

Portis intended to mean any opening in the part of the medical device or the accessory concerned, including those with a connector
as well as those without a connector.

a  (Connections for this use are typically designed to fit the specific aerosolized drug container.

b This port typically has a rigid attachment component and an elastomeric port.
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Table D.1 (continued)

: © o ™) < &0 n
2 |8 o S|4 = w8 5. Y =2 9
= Qo - e = [ en n 2= o0 O o
Part /component mg-g‘ggg gg;n:j;;m Ex% :.Eg;&“‘ Sc | cEH|EE, %”E
to which the connector [ 2| E 4| < 2|28 22|82/ 8s| “E | Eco |¥0g|l-o
: . XL X | mS|ERE| E2|gEgdm=| 28 | 522|928 &8
is applied gwgav,\ <% |23 == - E 2~ | E=S |8 5% >
v en ) S = o
= | “|S® [S° & = | 2= g
Port on a breathing system 10 ml
to administer aliquidto  |9.1.0 A — yes yes |liquid | <125 in3s no no no
irrigate patient’s airway
Port on a breathing system 10 ml
for drug deliverv priorto 920 A — no no liguid | < 1285 m no no Yes
. > PaS 1 mnss
intubatio

Key

Portis intehded to mean any opening in the part of the medical device or the accessory concerned, includingthose with p connector

as well as those without a connector.

a  (Connedtions for this use are typically designed to fit the specific aerosolized drug container.

b This pgrt typically has a rigid attachment component and an elastomeric port.
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Annex E
(informative)

Summary of the usability requirements for small-bore connectors for

E.1 Us

respiratory applications

r profile

The user profile is a summary of the mental, physical and demographic traits of an intended userp

as well as
and job re

E.2 Usq

Use scen
comprise

E.3 Us¢

E.3.1 Facilities

Facilities
care and
patient us

E3.2 U

The follo}
temperat
healthcar

E.4 Other attributes

The folloy

any special characteristics that can have a bearing on design decisions, such as o¢gupati
quirements.

P scenarios

hrios for small-bore connectors for respiratory applications can differ by user group

1 of the multitude of sub-applications of the connectors within differeént sub-specialities.

p environments

are hospitals, office-based medical services, honie care, transport medical services, €
other facilities in which gas outlets of medical gases are used to connect to medical d
e.

5e temperatures

wing temperature environmerit,is expected for respiratory small-bore connectors
ire, —40 °C to +60 °C (for field use in emergency medical services and outdoor use
e patients).

ving other attributes are expected for respiratory small-bore connectors:

a) usabillity under stress (ignoring labels, attempting force-fit);

b) proxi

c) proximity of other connector-bearing equipment.

ity oflliquids, use of gloves;

bpulation,
bnal skills

and are

mergency
evices for

ambient
by home

E.5 Generic user needs

The following user needs attributes were considered in the design of the respiratory small-bore connectors:

a) minimal healthcare user training on the use of connectors;

b) easy to manipulate without the use of tools. Ease of assembly/disassembly with fingertip control,
especially in wet environments and/or use of gloves;

c¢) will not misconnect to other small-bore connectors not intended for the same purpose in the environment
of use (see ISO 80369-1);
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d)

f)
g)

ISO 80369-2:2024(en)

shall not leak under normal use;

security/integrity of the connection. Cannot unintentionally self-disconnect;

low dead space;

compatible with disinfection, decontamination, sterilization, and reprocessing environments.
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Annex F
(informative)

Summary of small-bore connector design requirementsfor respiratory

applications

Table F.1 is a summary of the design requirements for the R1 connector for breathing systems.

Table F.1 — R1 connector-specific design requirements

Criteria Requirements Remarks
Fluyid type a) Liquid
1 b) Gas
c¢) Both o)
Operating pressure range maximum pressure 125 hPa 125 hPa s the single
2 minimum pressure | (@mbient pres- fault conditi'on limit
sub-atmospheric? (yes/no) sure) 200 hPa  |for a breathipg system.
yes
Pressure range minimumn [0 hPa (ambient
3 maxihium |pressure)
150 hPa
Is there a need for a leak a) No
4 |te t?
b) Yes b)
Reference far test method 0,1 ml/min
5 Flgwrate range minimum |0 1/min
maximum |15 1/min
6a Internal diameter range minimum |{1,00 mm
(through bore) cone maximum |2,95 mm
6b Internal diameter range minimum 1,00 mm
(through bore) socket maximum | 2,70 mm
7 Temperature range minimum [-40 °C
maximum |+60 °C
Minimum range of eonnector minimum |- Not compatiple with
8 mating diameters maximum Luer connector and
other small;}ore con-
nectors of thjis series.
Generallayout a) Parallel-sided, O-ring seal Conical, tip geal
9 b) Parallel-sided, other seal
L) CUIL;LQ} b)
d) Other (specify)
Method of keying a) Collar none
10 b) Plug
c) Other (specify)
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Table F.1 (continued)
Criteria Requirements Remarks
Quick release? a) No a)
b) Yes
11 i) single-handed
operation
ii) double-handed
operation
Positive locking/unlocking a) No a)
12 |feqture?
b) Yes
Neled for visual indication of a) No a)
13 |lo¢king status?
b) Yes
Neled for indication of evi- a) No a)
14 |depnce of tampering?
b) Yes
Neled for a syringe in the a) No There is a nged to
application? inject pharnjaceuti-
b) Y b jectp
15 ) Yes ) cals into the|breathing
system.
Neled for an absence of sharp a) No
16 |edpges?
: b) Yes b)
17 Minimum axial force in nor- force (35N Same as Luel connec-
mal use, to remain attached Reference foritest method tor
18 Construction materials (ex- a) Modulus of elasticity > 700 MPa
clyding seals)
Neled for use of soft sealing a) No a)
19 |material?
b) yes
MRI compatibility? a) No,with labelling Some uses njight
b). “No, without labelling b) or d) require MRl compat-
20 ibility.
c) Yes, with labelling
d) Yes, withoutlabelling
Stress-cracking resistance? a) No
21 b) Yes b) Same as Luel connec-
Specify limits tor
22 Extternally, how-is connector to be distinguishable from Luer |notrequired
connector?{describe)
Prpposabfor colour-coding? a) No a)
23 b) Yes
Reference standard
Labelling/Symbols/Marking? a) No a)
24 |(e.g.not forIV)
b) Yes
Other method for indicating a) No a)
25 intended use?
b) Yes

Indicate method
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