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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
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the technical committees are circulated to the member bodies for voting. Publication "as
| Standard requires approval by at least 75 % of the member bodies casting a vote.

drawn to the possibility that some of the elements of this document may be the-subject of pa
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2 was prepared by Technical Committee ISO/TC 84, Devices for administration of mediq
d intravascular catheters.

edition cancels and replaces the first edition (ISO 11608-2:2000), which has been technically revi

consists of the following parts, under the general title Needlesbased injection systems for meq
Lirements and test methods:
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Introduction

This part of ISO 11608 covers sterile double-ended needles intended for single use in conjunction with needle-
based injection systems (e.g. pen injectors). These needles are often referred to as pen needles.

The devices described in this part of ISO 11608 are designed to be used with the devices described in
ISO 11608-1 and ISO 11608-3.

The first edition of this part of ISO 11608 introduced the concept of interchangeability and the labelling
deS|gnat|ons “Type A (| e. mterchangeable) and non-Type A’ for needles and contalner closure systems. Since

on the compatibility of needles and container closures with specific needle-based injection systems (NIS). As

Thig second edition of ISO 11608-2 addresses functional compatibility of the ‘system through testing in
accprdance with Clause 11. Flow rate is introduced as a new parameter. The sampling plans fof inspection
seldcted for this part of ISO 11608 are intended to verify, at a high confidence level, the manufactlirer’s ability
to manufacture one “lot” of needles that conforms to the critical product attributes. The sampling plans for
insgection do not replace the more general manufacturing quality systems that appear in standards on quality

Thig part of ISO 11608 does not specify requirements or test:methods for freedom from biologifal hazards
becpuse no international agreement on the methodology and.the pass/fail criteria has been reached. Guidance
on piological tests relevant to double-ended needlesqis’given in ISO 10993-1, and it is sugpgested that
marnufacturers take this guidance into account when_evaluating products. Such evaluation should|include the
effects of the sterilization process. However, national regulations might exist in some countries, yhich might
takg precedence over the guidance in ISO 1099341.

In spme countries, national regulations exist and their requirements might supersede or complement this part
of I$O 11608.

© 1SO 2012 — All rights reserved \%
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INTERNATIONAL STANDARD ISO 11608

-2:2012(E)

Needle-based injection systems for medical use —
Requirements and test methods —

Part 2:
Needles

1

Thig

for peedle-based injection systems (NISs) that fulfil the specifications of ISO 11608-1:

Itis

2

The
refe)
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ISO
ISO|

ISO|
Neeg

IEC

3

For

Scope

part of ISO 11608 specifies requirements and test methods for single-use, double=ended, ste

not applicable to:

needles for dental use;

pre-filled syringe needles;

needles pre-assembled by the manufacturer;

needles not requiring assembly or attachment to the NIS:

Normative references

following referenced documents are indispensable for the application of this document
rences, only the edition cited applies. For tndated references, the latest edition of the reference
uding any amendments) applies.

7864:1993, Sterile hypodermic needles for single use
9626, Stainless steel needletubing for the manufacture of medical devices

11608-1, Needle-based, injection systems for medical use — Requirements and test method
dle-based injection systems

60068-2-30:20035, Environmental testing — Part 2-30: Tests — Test Db: Damp heat, cyclic (12 h

Terms and definitions

the purposes of this document, the following terms and definitions apply.

rile needles

For dated
d document

s — Part 1:

12 h cycle)

341
NIS
nee

dle-based injection system

system intended for parenteral administration by injection of medicinal products using a multi-dose or single-
dose container

See

Figure 1.

© 1SO 2012 — All rights reserved
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Key
1 seal
2 means of needle assembly attachment
3 needle hub
4  needle cpntainer
5 needle shield (not required)
6 needle tyibe
7  jointing medium (ifdused)
NOTE Theg needle'eontainer may serve as a needle shield.
Figure-t—Example-presentation-ofneedlie-assemblyforaNIS

3.2
seal
removable barrier which is intended to maintain the sterility of the needle inside the needle container

3.3
unit packaging
needle container, together with the seal forming the packaging of the device, that maintains the sterility of the needle

34

user packaging

what is provided to the user with one or a collection of devices, in their unit packaging, of the same item and
from the same manufacturing batch

2 © 1S0 2012 — All rights reserved
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4 Requirements

4.1 Materials

The needle shall be made of tubing materials specified in ISO 9626 or ISO 15510. The requirements in
ISO 9626 apply.

4.2 Dimensions

4.2.1  General

The| dimensions of the needle assembly attachment part shall be such that the needle fits and\fupctions with
NISk that meet the requirements specified in 11608-1.

Thejtubing characteristics used in needles shall meet the requirements of ISO 9626. If the tubing is hot covered
in that International Standard, the requirements for stiffness and breakage shall be.adapted to cofresponding
requirements for the defined sizes.

4.2.2 Dimensions for needles

Neddles shall fit the test apparatus specified in 7.3. Dimensions shall beJin accordance with Table|1.

Table 1 — Dimensional requirements-of needle assembly

Measurements Dimensions
mm
I specified length +1,25
Iz 5,7t07,0
I3 <6,0
I <7,5
Is <3,7
h1 0to 1,0
1 0to 3,0

Negdles may be deliberately designed not to fit the test gauge described in 7.3 and not to meet the gimensional
rquirements given in“Table 1. In such cases, a dedicated test gauge for the specific design shall be created in
order to perform the tést in 4.8. In addition, the remaining requirements, other than those in 4.2.2,|shall apply.
In chses where_theé dimensional requirements of 4.2.2 are not met, the labelling shall state that the needle be
usefl exclusively. with the NIS designed for, and tested with, this needle.

4.3| Determination of flow rate through the needle

The needle shall be tested in accordance with Annex A o defermine the flow rate through the needle, in
millilitres per minute. In addition to complying with the labelling requirements of Clause 12, the flow rate shall
be made available on request.

NOTE The flow rate parameter is not a strict requirement of Clause 12, but may be of interest for a NIS manufacturer or
other party. Flow rate is an important factor in the overall NIS system performance, as is the injection force and injection time.

4.4 Bond between hub and needle tube

The union of the hub and needle tube shall not break when tested in accordance with Clause 9.

© 1S0O 2012 — All rights reserved 3


https://standardsiso.com/api/?name=37a8ccab2dd3f3d58364beabf0a5def8

ISO 11608-2:2012(E)

4.5 Needle points

When examined under a magnification of x2,5, needle points shall appear sharp and free from feather edges,
burrs and hooks.

The needle point at the cartridge end shall be designed so as to minimize coring and fragmentation when
penetrating the cartridge septum.

4.6 Freedom from defects

The needle tube shall fulfil the requirements of ISO 7864:1993, 11.3.

4.7 Lubrjcation

The needlejtube shall be lubricated at both the patient end and the cartridge end. The lubricant shall not, upder
normal or cprrected-to-normal vision, be visible as droplets of fluid on the outside surface of-the needle tybe.

4.8 Dislqcation of measuring point at patient end

Dislocationjof the cannula point at the patient end shall be in accordance with Tablex2when tested in accordgnce
with Clausg 8.

Table 2 — Maximum allowable dislocation at)patient end

Patient-end needle length Maximumyallowable dislocation
I dmax
mm mm
8 0,9
12 11
16 1,4
Others 0,07 x 11+ 0,3

4.9 Detefmination of functional compatibility with needle-based injection systems

Compatibilify with any NIS shall-be claimed only after testing in accordance with Clause 11. Functipnal
requirements are also defined.inother parts of ISO 11608 and in the instructions for use of the NIS.

4.10 Easd of assembly and disassembly

Attachment of thesneedle shall be possible without removing the needle from its opened unit packaging.
Compliancg is.€hécked according to the requirements of Clause 11.

4.1 Sterility

The needle in its unit packaging shall have been subjected to a validated sterilization process.

5 Sampling
Select 350 needles.

Use 50 needles for the first sample test cycle (sample 1). If two or more needles do not meet the test criteria, the
needle type in question is rejected. However, the needle type cannot be accepted based on this first sample alone.

4 © 1S0 2012 — All rights reserved


https://standardsiso.com/api/?name=37a8ccab2dd3f3d58364beabf0a5def8

ISO 11608-2:2012(E)

If the needle type is not rejected on the first sample test cycle, perform a test cycle incorporating a second
sample of 50 needles (sample 2). If three or more needles fail the test, the batch shall be rejected. If no needles
fail the test, the needle type is accepted.

If two needles for sample 1 or three needles for sample 2 fail the test, select a third sample of 50 needles and
continue down the table, using the acceptance and rejection test criteria shown in Table 3.

Table 3 — Sampling plan and acceptance/rejection criteria

Sample number Sample size Cumulative Acceptance Rejection
sample size criteria® criteria?

1 50 50 N/AP 2

2 50 100 0 3

3 50 150 0 3

4 50 200 1 4

5 50 250 2 4

6 50 300 3 5

7 50 350 4 5

NO['E The numbers in the table are derived from the original version in ISO 2859-1.

Number of needles.

Acceptance not permitted at this stage.

6 [Pre-conditioning of needles

6.1 Pre-conditioning in a dry-heat atmesphere

Plage the needle within its unit packagingcn-a test chamber for at least 96 h in the following atmogphere:

— |temperature: (70 + 2) °C;

— [relative humidity: (50 = 10)%RH.

6.2| Pre-conditioning'in a cold-storage atmosphere

Plage the needle withir/its unit packaging in a test chamber for at least 96 h in the following atmogphere:

— |temperature;(—40 % 3) °C.

6.3| Pre=conditioning in a cyclical atmosphere

Plag¢e the needle within its unit packaqing in a test chamber. Carry out conditioning in accofdance with
IEC 60068-2-30 as follows:

— variant 1 [see IEC 60068-2-30:2005, Figure 2 a)];

— lower temperature: (25 £ 3) °C (no humidity requirement);

— upper temperature: (55 + 2) °C;

— six cycles.

NOTE The relevant clauses of IEC 60068-2-30:2005 are Clause 4 (testing chamber), Clause 7 (conditioning) and

Clause 9 (recovery).

© 1SO 2012 — All rights reserved
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ard atmosphere and apparatus for tests

General

Any suitable test system can be used provided that the required accuracy (calibration) and precision (Gauge
R&R) can be obtained. The repeatability and reproducibility (Gauge R&R) of the test apparatus shall not
exceed 20 % of the allowed tolerance range for any given measurement. For destructive test measurements,
the Gauge R&R shall not exceed 30 % of the allowed tolerance range. At a minimum, the Gauge R&R should
cover +2 standard deviations (thereby covering approximately 95 % of the variation).

EXAMPLE A
the Gauge R
uncertainties
Guide 98-1),

Some of th¢ requirements in this part of ISO 11608 only have one-sided limits, in which casedhe Gauge

should only
twice the G

For such m
— 0,00m
— 0,001
— 0,001k
— 0,25s
— 0,001 ¢
All doses, 1
to volumes
conditions.
Vmeas =1-
7.2 Stan
Unless othg
— temper
— relativg

after having

&R with a Gauge R&R to tolerance range ratio of 20 %, which means that the Gauge R&R (four sta
) equals 0,02 ml/5 ml = 0,004 ml. The uncertainty of the measurement is +2 standard deviations.(see|ISO
which equals 0,002 ml.

&R
be used to find the R&R standard deviation. The measurement uncertainties.are calculatedl as
buge R&R standard deviations.

pasurements in this part of ISO 11608, the maximum measurement ungertainty requirements are:
M for dimensions;
\m for torques;

ar for pressures;
or time;

for mass.

rted
ntal

, delivered are recorded gravimetrically, m_(expressed in grams). These recordings are conve
m, by using the density, p, (expressed in:grams per millilitre) for the test liquid at environme
The following equation can be used to-gonvert gravimetric measurements to volumetric:

f7

dard test atmosphere

rwise specified, measurements shall be performed in the following atmosphere:
ature from 18 2€7t0 28 °C,

humiditysfrom 25 %RH to 75 %RH,

beén'subjected to storage for at least 4 h in this atmosphere.

7.3 Test gauge

The test gauge shall be made out of hardened steel, e.g. W1.803. The dimensions shall be in accordance
with Figure 2.

6 © 1S0 2012 — All rights reserved
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Dimensions in millimetres

An adjacent part
of the mandrel
shall replace
face A and be

[Pl

Detail 2
301

2@  An adjacent part of the mandrel shall replace face\A and be adapted to the test tool.

Neddles may be deliberately designed not to fit the test gauge shown in Figure 2 and not to meet the
reqqiirements given in Table 1.

8

Selg¢ct samples in accordance with Clause 5.

Tigh

Plag

Determination of(dislocation of measuring point at patient end

ten the needle to the test gauge (see Figure 2) with a torque of (0,07 £ 0,01) Nm

e the test'gauge upon a “V-block” that is affixed to the cross-slide of an optical comparator.

| adapted fo test tool
, ‘ , A oo ."‘I
> . ot
_ 5 hm”\ f“ Ii||| \k_/ 1
I r;i WA
s g = | | ’ 2
996 I -
W=y
[©@To.01]a] tcen 4 ‘ }
“IJ O|ge.0A - ‘Mql‘n 10 I‘I:] o
w Min. 12 LEN,

Figure(2 — Test gauge for needles

jlimensional

Alighthe top edge of the cylindrical part of the test gauge outer diameter with the x-axis of the comparator.

Move the “V-block” upwards by half the outer diameter of the test gauge. This will align the test gauge centre
line with the x-axis of the comparator.

Rotate the test gauge by hand and record the maximum dislocation (positive or negative) of the centre of the
lumen at the level of the measuring point shown in Figure 3 relative to the x-axis of the comparator.

NOTE

© 1SO 2012 — All rights reserved
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Key
1

N\
/

measuring point

9 Bond

Select sam

Attach the peedle with a torque of (0,07 + 0,01) Nm to the test gauge (see Figure 2)-¢r'to each NIS for whi

is intended.,
the needle

Pull the neq
Pull in the g

Repeat the

10 Packd

Each needld

The materig
design of th

a) mainte

b) minimz
c) thatwh
d) adequg

that thg
having

e)

Figure 3 — Point on the needle for measuring dislocation

between hub and needle tube

bles in accordance with Clause 5.

In both cases, the needle shall be attached in accordance with the instructions for use. Verify
s completely attached.

dle tube with the appropriate force specified in ISO 7864, applied at the patient end of the neg
irection of the test gauge or the pen-injector axis for 5 s.

test with new needles after pre-conditioning the needles in accordance with 6.1, 6.2 and 6.3.

ging

Is used in the unit packaging shall net:have a detrimental effect on the contents. The materials
is container should ensure:

hance of the sterility of the gentents under normal handling and storage;

I risk of contamination.ef the contents during removal from the container;

en the seal is removed there is no interference with the subsequent assembly of the needle and
te protection/of'the contents during normal handling, transit and storage;

containgr cannot be resealed once it has been opened and that there is evidence of the contg
been.opened.

shall be sealed in its unit packaging. One ormere unit packages shall be contained in the user packag

Ch it
that

dle.

ing.

and

NIS;

iner

11 Testn

S ettt oo reed] et

11.1 Principle

A specified torque is applied in order to attach the needle to the NIS. After resting for at least 10 s, the
clinically relevant fluid pathway is confirmed for integrity via dose testing (at V'high and Vjow settings of the NIS

where Viow

<10 % of the NIS maximum dosage and Vhigh > 90 % of the NIS maximum dosage).

Finally, the needle hub removal torque is measured and recorded.

© 1SO 2012 — All rights reserved
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11.2 Apparatus and equipment

11.2.1 Torque testing apparatus, capable of holding the needle and the NIS firmly (for needles with a thread).
The apparatus shall be capable of applying an assembly torque (clockwise direction) of (0,07 + 0,01) Nm, with
a resolution of £0,001 Nm. The apparatus shall also be capable of applying a removal torque (anti-clockwise
direction) and recording the peak value result. If the needle has no thread, applicable assembly and disassembly
testing shall be adapted to the corresponding requirements.

11.2.2 Timer, capable of timing 10 s with a resolution of +1 s.

11.4.3 Dose accuracy apparatus, capable of capturing and weighing fluid as it is dispensed from the tested
NIS} with a resolution of 0,000 1 g. This should include a laboratory scale/balance with draft guard$ and weigh

11.3 Sample quantity requirements

11.3.1 The test needle samples shall be chosen taking into consideration the requirements given in 11.3.2 to 11.3.5.

11.3.2 Dose accuracy is evaluated by delivering and measuring combifations of injection cycles| (in random
seqpence) of two pre-determined doses (together known as a replicate):

11.3.3 A test replicate includes two dose levels, where Wgw <10 % of the NIS maximum dosage and
Vhigh = 90 % of the NIS maximum dosage.

11.3.4 For variable-dose NISs, the test sample requirement is 60 (n = 60) measurements at each dose level,
using a new needle for each of the high-dose and low-dose deliveries. Therefore, this test methogl requires a
tota] of n = 120 needles to obtain the dose results\for each NIS tested. For fixed-dose NISs, a tofal of n = 60
is required at the fixed-dose level, using a newyneedle for each test. For single-use NISs, a total [of » = 60 is
required at the dose level, using a new needle for each test.

11.3.5 The same n = 120 needles usedfor the dose accuracy testing shall be used for the needle hub removal
torque testing.

The|actual drug product, or d fluid yielding similar results to the drug product, may be used for tesfing.
11.4 Procedure

11.4.1 Needle hub™— Assembly

NOTE Jhis’is a prerequisite for the torque removal test.

dles should
. factors that
determine this required quantity.

If required by the acceptance criteria and test results, additional needles and NISs may also need to be
prepared and tested.

11.4.1.2 Load the associated cartridge into the reusable NIS, as applicable. For needle-based injection devices
with integrated non-replaceable containers, the fluid is within the NIS itself and no cartridges are used.

11.4.1.3 Prime the NIS, as needed, with a spare needle until a stream of fluid has been dispensed. This is to
ensure that the drive component of the NIS contacts the stopper, i.e. the NIS is primed. Remove the spare needle.

11.4.1.4 Insert the NIS into the needle hub torque test apparatus.

© 1S0O 2012 — All rights reserved 9
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11.4.1.5 Attach a test needle onto the NIS with an application torque of (0,07 + 0,01) Nm. Record the peak
assembly (torque-on) measured results.

11.4.1.6 Start the 10 s timer. Allow the assembly to rest for at least 10 s. Carefully remove the pen from the
torque tester.

11.4.2 Needle dose accuracy

11.4.2.1 Dose accuracy can be measured with the needle submerged or non-submerged, with the measurement
equipment meeting the Gauge R&R criteria specified in Clause 7

11.4.2.2 Prepare the balance or measurement equipment.
11.4.2.3 Prime the NIS (if not already primed) according to the manufacturer’s instructions foruse.

11.4.2.4 S¢lect and set the first target dose on the NIS. This is the Viow or the Vhigh doseraceording to a ranglom

or alternatirjg dosing sequence.

11.4.2.5 T3re the balance.

11.4.2.6 Deliver and maintain pressure on the NIS actuator to dispense the liquid dose to the measurement
equipment.

11.4.2.7 Deliver the dose according to the manufacturer’s instructions for use.

11.4.2.8 Allow the mass on the balance/measurement equipment to stabilize. Observe and record the [first
stable masg within 5 s after the specified hold time given-in the instructions for use has elapsed.

Be sure to tpre the scale just before each dose delivery. When a new weigh pan is needed, add a small popl of
fluid, place |t on the scale and tare the scale.

11.4.3 Neegdle hub torque removal

11.4.3.1 Carefully replace the NIg-in.the torque testing device, unscrew the pen needle threaded hub fron] the
NIS test gatige described in 7.3Cand record the peak (torque-off) removal torque result.

11.4.3.2 Repeat the abave'procedure (from 11.4.1.5) for the second target dose on the NIS with a new neqdle.
This is the gther dose (eijther the Viow or the Vhign) according to a random or alternating dosing sequence.
11.4.3.3 Repeatithe above procedure (from 11.4.1.5) to complete the other required test replicates using the
same pen gng cartridge (needle-based injection device with replaceable container) or a needle-based injegtion
device with infngrnfnd non rnplnr\nahln r\nnfainnr’ as rnqnirnri h\]/ the NIS fluid volume size

11.4.4 Repeating the tests with a replacement NIS

11.4.4.1 ANIS with an integrated non-replaceable container or with an integrated replaceable container should
be used until the fluid is depleted in accordance with typical NIS usage guidelines, i.e. the next required full dose
cannot be set and/or delivered.

11.4.4.2 When required by the remaining low fluid volume, use a new NIS with an integrated non-replaceable
container, or insert a new cartridge (and cartridge holder, if threaded) into a new NIS with replaceable container,
as applicable.

10 © 1S0 2012 — All rights reserved


https://standardsiso.com/api/?name=37a8ccab2dd3f3d58364beabf0a5def8

ISO 11608-2:2012(E)

11.4.4.3 Repeat the steps from 11.4.1.5 until all 120 (60 for fixed-dose NISs) needles have been tested.
Follow a test schedule (random or alternating high and low settings) for all the required NISs with replacement
containers (or NISs with integrated non-replaceable containers) and sample pen needles being tested. Convert
all mass readings to volume, using the appropriate density for the test liquid and environmental conditions.

11.5 Acceptance criteria

11.5.1 The needle assembly torque values shall all be within the range of 0,060 Nm to 0,080 Nm.

e collected

Using the & factor corresponding to the sample size (i.e. n = 60, k = 2,67 for 95 % confidence pnd 97,5 %
religbility), the following two conditions shall be met:

S +(kxSy) <UL

and

S —(kxSgy) > LL

whdre

el

is sample mean;
Ssq is sample standard deviation;
UL is upper specification limit;

LL is lower specification limit.

11.8.3 For doses > 0,20 ml, the dosetest is considered acceptable if the calculated values (of the collected
disgensed fluid doses) are within +5 % ©of the targeted dose.

Usimg the k factor corresponding to the sample size (i.e. n = 60, k = 2,67 for 95 % confidence pnd 97,5 %
religbility), the following two conditions shall be met:

S +(kxSyy) <UL

and

S — (kxSyY=> LL

whdre

el

is sample mean;
Ssd is sample standard deviation;
UL is upper specification limit;

LL is lower specification limit.

11.5.4 The needle hub removal torque shall be less than 0,100 Nm. If the needle has no thread, applicable
assembly and disassembly testing shall be adapted to the corresponding requirements.

11.5.4.1 If three or more needles result in a peak (removal) torque of 0,100 Nm or more, the test is rejected.
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11.5.4.2 If zero, one or two needles result in a peak (removal) torque of 0,100 Nm or more, the test results
are accepted.

11.6 Test

report

The test report shall contain at least the following information:

a) date(s)

of testing;

b) identity of the NIS tested;

c) identityf of the needles tesied;

d) identity of the apparatus/equipment used for testing;

e) identification of the test fluid/liquid/drug used for testing;

f) tempenrature and relative humidity of the testing environment;

g) measufed results of the testing, including the needle hub removal torque and the-dose accuracy data
12 Information supplied by the manufacturer

12.1 Geng¢ral

The needlg

training and

Instructions
such instru

The flow rafe, determined in accordance with 4.3, should be made available with the labelling.

tions.

12.2 Marking

12.2.1 General

Any markin

12.2.2 Mar
The markin
a) name ¢

NOTE A

King on the unitpackaging
j on the unitypackaging shall comprise at least the following particulars:
f manufacturer or trade name;

trademark or logo might be sufficient to identify the manufacturer.

shall be accompanied by information that is sufficient.for its safe use, taking into account| the
knowledge of potential users. The information shall.ifnclude the identity of the manufacturer.

for use shall be included in the user packaging,dnless the needles can be used safely without|any

j on the unit packaging that is essential for the safe use of the NIS shall be visible and easily leg|ble.

12
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b) details necessary for the user to identify the needle, including the designated metric size, in accordance
with the following expression:

od. x/

where
o.d. is the nominal outside diameter of the needle tube, expressed in millimetres;

[ is the nominal length of the needle tube, expressed in millimetres;

EXAMPLE 0,33 mm x 12,7 mm.

c) |the word “sterile” or the symbol ISO 7000-2499;
r m

STERILE

d) [batch code or lot number;
€) |expiry date, if required (year and month, expressed as YY Y.Y-MM);
EXAMPLE 2009-12.

If it |s not possible to mark the expiry date on the unit packaging, it shall appear on the user packaging.

12.2.3 Marking on the user packaging
Thel marking on the user packaging shall comprise at least the following particulars:
a) |name and address of the manufagtuter;

b) |details necessary for the userio identify the needle, including the designated metric size, in pccordance
with 12.2.2;

c) |information on the NJSs.with which the needle assembly is intended to be used and which[ have been
confirmed as functionally compatible with the needle in accordance with 4.4 (to claim compptibility with
any NIS, compatibility shall have been tested in accordance with Clause 11);

d) [the words “for-single use” or the symbol ISO 7000-1051;
r 1

Q)

L _

e) the word “sterile” or the appropriate symbol [see 12.2.2 c)];

f)  batch code or lot number;

g) expiry date, if required (year and month, expressed for instance as YYYY-MM,;
EXAMPLE 2009-12.

h) any special storage and/or handling conditions.
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