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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. 

The main task of technical committees is to prepare International Standards. Draft International Standards 
adopted by the technical committees are circulated to the member bodies for voting. Publication as an 
International Standard requires approval by at least 75 % of the member bodies casting a vote. 

In exceptional circumstances, when a technical committee has collected data of a different kind from that 
which is normally published as an International Standard (“state of the art”, for example), it may decide by a 
simple majority vote of its participating members to publish a Technical Report. A Technical Report is entirely 
informative in nature and does not have to be reviewed until the data it provides are considered to be no 
longer valid or useful. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. ISO shall not be held responsible for identifying any or all such patent rights. 

ISO/TR 18112 was prepared by Technical Committee ISO/TC 212, Clinical laboratory testing and in vitro 
diagnostic test systems. 
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Introduction 

This Technical Report summarizes the current labelling requirements of Canada, the EU, Japan and the US 
for in vitro diagnostic (IVD) medical devices for professional use. It also includes, for comparison, proposed 
guidance from the Global Harmonization Task Force (GHTF) and recommendations from the In vitro 
Diagnostic Device Working Group of the Australian National Coordinating Committee for Therapeutic Goods. 
This technical report is intended for use in identifying gaps between existing CEN documents and country 
regulations, and the best solution for these gaps; it is one of a multi-part series of documents that is described 
in ISO/TC 212 New Work Item Proposal N96-Rev.1. 

This summary provides regulatory authorities, manufacturers and users of IVD medical devices with an 
opportunity to compare existing and proposed labelling requirements from a cross-section of the regulated 
world, so significant differences can be recognized and addressed. A preliminary summary has been provided 
to the GHTF for use in identifying opportunities for harmonizing IVD labelling requirements. This report was 
prepared to assist ISO/TC 212 in developing international standards to support the harmonization efforts. 

While significant benefits from harmonized labelling requirements are anticipated, this Technical Report does 
not evaluate the merits of one regulatory approach over another. Rather, it presents existing requirements 
factually, so organizations charged with developing harmonized regulations and standards can decide which 
requirements are essential for promoting safe and effective IVD medical devices. 

This summary is only a snapshot in time, while the regulatory environment is dynamic and changing. Australia 
and Japan are developing new regulatory frameworks for IVD medical devices. The United States is revisiting 
its position on graphical symbols. European countries continue to debate which languages are necessary on 
limited label space. 

Manufacturers are cautioned that this Technical Report does not substitute for official published labelling 
requirements. Although efforts were made to verify the accuracy of the information at this point in time, 
regulatory requirements are subject to interpretation and change. Specific guidance may be in place in some 
countries that interprets, explains, clarifies, amplifies or even modifies the requirements. Manufacturers are 
responsible for knowing, understanding and complying with the official regulatory requirements in each 
country in which their product is sold. 
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Clinical laboratory testing and in vitro diagnostic test 
systems — In vitro diagnostic medical devices for professional 
use — Summary of regulatory requirements for information 
supplied by the manufacturer 

1 Scope 

This Technical Report summarizes regulatory requirements and associated guidance for information supplied 
by the manufacturer with IVD medical devices intended for professional use. 

Information supplied by the manufacturer includes labels on the outer and immediate container as well as 
instructions for use. 

Current labelling regulations and regulatory guidance from Canada, the European Union, Japan and the 
United States are included. 

Labelling guidance from the Global Harmonization Task Force and proposed labelling regulations from 
Australia are included for comparison. 

IVD medical devices for self-testing are excluded. 

2 Labelling requirements 

EN 375:2001 and EN 591:2001 are harmonized European standards for reagents and instruments, 
respectively. These standards have been proposed as the basis for the international labelling standards being 
developed by TC 212, and therefore are used as the basis for comparison in this report. 

The labelling requirements from the countries surveyed are presented in Annex A, which is organized in a 
table format to facilitate comparison of requirements and identification of key commonalities and differences. 
The source documents are listed in the Bibliography. 

The first column in the table lists the requirements of EN 375 and EN 591 in approximately the order that they 
appear in the Standards. Subsequent columns present the corresponding regulatory requirements. Where a 
regulatory requirement was identified that did not correspond to a specific requirement in the standard, an 
additional row was entered at an appropriate place in the table. 

For some topics, comparison may not be straightforward because the source documents are organized in 
different ways. The CEN standards are organized by location of the required information (i.e. outer packaging, 
inner packaging, accompanying documentation). Some regulations are organized by the type of information 
required; some specify where the information must be placed, while others allow the manufacturer to 
determine the most suitable location. 
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3 Commonalities in required information supplied by the manufacturer 

The following information is required or allowed by all of the regulations and regulatory proposals surveyed: 

⎯ Device name. 

⎯ Batch code or serial number. 

⎯ Expiry date for reagents. 

⎯ Intended purpose or intended use. 

⎯ Specified storage conditions or environmental conditions. 

⎯ Container contents (e.g. mass, volume, number of tests) for reagents. 

⎯ Instructions for use, which must be supplied with the device, when required. 

⎯ Statement that the device is for in vitro use. 

⎯ Description of the test procedure. 

⎯ Calculation of results. 

⎯ Warnings, precautions, and limitations of the device. 

Exemptions are allowed for immediate-container labels that cannot accommodate the entire list of required 
information. 

4 Differences in required information supplied by the manufacturer 

Requirements for the following topics differed significantly across the regulations surveyed. 

4.1 Definition of in vitro diagnostic medical device 

A harmonized definition of medical device, including in vitro diagnostic medical device, has been proposed by 
the GHTF, but has not yet been adopted by the participating countries. 

The European Union, the United States and Canada consider calibrators and control materials to be IVD 
medical devices and must be labelled as such. 

In Japan, IVD regulations do not apply to calibrators and control materials, unless they are part of a kit. 

Accessories are IVD medical devices, according to EU definition, only when they are specifically intended for 
diagnostic use by their manufacturer. 

4.2 Definitions of label and labelling 

GHTF defines a label as information provided upon the medical device itself or on its packaging. 

Australian, EU, Japanese and U.S. definitions and/or common usage are consistent with the GHTF definition. 

The Canadian Food and Drugs Act defines label to include “any legend, word or mark attached to, included in, 
belonging to or accompanying any food, drug, cosmetic, device or package,” i.e. what GHTF and other 
countries inclusively term “labelling” and what the EU terms “information supplied by the manufacturer. 
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4.3 Instructions for use 

All countries require instructions for use unless the device can be used safely and effectively without them. 
Specific requirements differ in detail and flexibility. 

GHTF guidance states that labelling content, format, and location should be appropriate to the device and its 
intended purpose, e.g. in a leaflet, packaging insert or other means supplied with one or multiple devices. 

Australia and the U.S. also allow instructions for use to accompany the device, with “accompany” being 
interpreted liberally. The U.S. Federal Food, Drug and Cosmetic Act states that “accompanying” means more 
than physical association with the product. It extends to posters, tags, pamphlets, circulars, booklets, 
brochures, instruction books, direction sheets, fillers, etc. as well as labelling that is brought together with the 
device after shipment or delivery for shipment in interstate commerce. 

Canadian Medical Devices Regulations state that directions for use are required, unless directions are not 
required to use the device safely and effectively. Draft guidance from Health Canada states that package 
inserts are essential for most IVDs. 

The EU IVD Medical Device Directive states that instructions for use must accompany or be included in the 
packaging of one or more devices, except that in duly justified and exceptional cases instructions for use are 
not needed if the device can be used properly and safely without them. “Accompany” is not defined and has 
been interpreted differently by member states. 

Japanese regulations require instructions for use with each device. 

4.4 Labelling media 

GHTF guidance states that instructions for use may be presented on a display screen incorporated into the 
device, via internet access to the manufacturer’s web site, or on magnetic or optical media, as well as printed 
documents, with the information targeted to the anticipated user population. 

Current requirements and practices vary considerably. 

Electronic labelling is not prohibited or otherwise mentioned in Australian, Canadian regulations, nor in the 
IVD Medical Device Directive. 

The US authorizes, by statute, the use of electronic labelling, rather than the traditional paper labelling by 
distributors of prescription devices that are to be used within the confines of a health care facility, so long as 
they afford users the opportunity to request the labelling in paper form and promptly provide such labelling 
to requestors without additional cost. 

The U.S. also permits manufacturers to provide instructions for IVD systems, including consumable reagents, 
in user manuals. Most countries have adopted similar policies regarding user manuals. 

The EN labelling standards allow the use of separate manuals and alternative media (e.g. electronic labelling) 
for instructions for use. 

Japan requires written instructions in hard-copy format, while a draft Guidance Document from Health Canada 
states that package inserts are essential for most IVDDs. 

4.5 Manufacturer, distributor, importer, exporter, authorized representative 

The U.S. requires that the name and place of business of manufacturer, packer, or distributor appear on the 
label for, or the labelling accompanying each product. 

The EU IVD Medical Device Directive states the manufacturer is the legally responsible entity and requires the 
manufacturer’s name on the labels. If the manufacturer is outside the EU, its “Authorized Representative” 
must also be identified in the labelling. 
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Australia and Japan require the importer to be identified. Australia also requires the Australian exporter to be 
identified, if applicable. 

Differences exist in the location where this information must be placed, e.g. outer package label and/or 
instructions for use. 

4.6 Microbiological state 

All regulations require a sterility designation for sterile products. The IVD Medical Device Directive requires an 
additional statement describing the microbiological state or state of cleanliness, where necessary for 
proper performance. 

4.7 Language and country-specific requirements 

The GHTF recommends that country-specific requirements and languages be limited to those essential for the 
safe and effective use of the device. 

Australia and Japan require all information to be in English and Japanese, respectively. 

Canada prefers both English and French, but accepts either one if a translation is readily available in the other 
language. 

The EU allows each country to decide whether to require its national language, taking into account the 
principle of proportionality, whether harmonized symbols can be used, and the intended user. Some countries 
accept one of the major European languages as sufficient for professional use devices. 

The United States requires English, except in its territories and the Commonwealth of Puerto Rico where the 
predominant language may be used. If any labelling appears in a foreign language, all of the required 
information must appear in that language. 

4.8 Graphical symbols 

The GHTF supports the use of internationally recognized symbols to replace wording on labels and labelling 
where the meaning is unambiguous. 

Australia, Canada and the EU IVD Medical Device Directive are consistent with the GHTF position. 

The U.S. and Japan presently require explanatory wording to appear in association with the symbol. However, 
a recent draft guidance document from FDA states that 25 symbols from ISO 15223 and EN 980 have been 
recognized as symbols that may be used on labels without explanatory wording for professional use devices. 

4.9 Expiry date 

The IVD Medical Device Directive requires the use of the ISO 8601 date format, i.e. CCYY-MM-DD. 

Other countries allow any date format that is unambiguous. 

As an alternative to an expiry date, the US allows the label to state an observable indication of stability or a 
simple method by which the user can confirm stability. 

4.10 Reactive ingredients 

The U.S. requires a list of reactive ingredients, as well as their concentrations, on the outer and immediate 
containers, and in the instructions for use. In the case that the immediate container is too small, the reactive 
ingredients may appear in the outer-container labelling only. Metric system units are encouraged. 
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In the EU and Canada, it is sufficient to list the reactive ingredients and their concentrations in the instructions 
for use. 

Japan allows reactive ingredients and their concentrations to be listed in the instructions for use, but also 
requires the ingredient name on the outer container. 

4.11 Small-sized label exemption 

All countries allow for the possibility that the label space on small containers will not accommodate all of the 
required information. However, requirements vary as to what details on a small-sized label may be eliminated 
or placed elsewhere. 

Furthermore, the US Food Drug and Cosmetic Act considers a product misbranded when any required 
information is omitted from a label if any of the label space is occupied by non-required information. Thus the 
small-label exemption does not apply if any information required by another country is on the label, such as a 
CE Mark or name of the authorized representative, unless it is also required by US law. 

4.12 In vitro (diagnostic) use 

Particular requirements vary. Some regulations allow use of a symbol to indicate the reagent is for in vitro 
diagnostic use. Others require specific wording. The EU specifies “in vitro use” as an alternative to the symbol 
the U.S. and Canada specify “in vitro diagnostic use.” The U.S. FDA has announced plans to accept the 
international IVD symbol. 

4.13 Danger warnings (e.g. chemical, biological, radioactive hazards) 

Particular requirements for warning users of hazardous substances vary from country to country. 

In the EU, Directives on classification, packaging and labelling of dangerous substances and dangerous 
preparations require standardized symbols and specific risk and safety phrases in product labelling. 
Compliance with the labelling requirements of these Directives is mandated by the IVD Medical Device 
Directive. 

In the U.S., compliance with the Federal Hazardous Substances Control Act is specifically required by the 
IVD labelling regulations. The manufacturer is additionally required to state other warnings appropriate to 
the hazard presented by the product. In Australia, Canada, the EU and the U.S., (Material) Safety Data 
Sheets may also be required unless all information required by occupational safety laws is included in the 
product labelling. 

Canada and Japan require appropriate hazard warning phrases/statements or symbols. Japan requires 
specific language in a specific format for poisonous or powerful reagents. 

NOTE This report does not attempt to include all danger/hazard warning requirements. Compulsory labelling 
requirements may also be found in other national and local regulations. 

4.14 Components of human or animal origin 

Disclosure of materials from human and animal sources is required by some countries, regardless of whether 
a hazard is known to exist. Compulsory labelling may also be required by worker protection regulations. 

4.15 Reagent preparation and storage 

The U.S. specifies that storage instructions for reconstituted or mixed product are required on the container 
label. If the label is too small, the storage instructions may be included in labelling accompanying the product. 

In other countries, these instructions may be placed in the instructions for use. 
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4.16 Units of measure 

The EU requires numerical values to be given in legal units, which means SI units of measure (ISO 1000). 

The U.S. Food Drug and Cosmetic Act encourages the use of SI units for reagent ingredients. However, US 
IVD labelling regulations require quantity, proportion, concentration or activity to be stated in the system 
generally used and recognized by the intended user. 

Australian, Canadian and Japanese labelling regulations are silent regarding units. 

4.17 Analytical performance characteristics 

All countries require a description of expected performance and provide examples of typical characteristics 
that might be included. 

Significant differences exist in the definitions of some common performance characteristics, such as accuracy, 
precision, trueness, and sensitivity. Most of these terms are not defined in the labelling regulations, but may 
be defined in laboratory regulations or national standards that influence the terms used by manufacturers in 
labelling. It will be necessary to standardize these terms for labelling to be interpreted consistently worldwide. 

Accuracy: In US laboratory regulations (CLIA ’88) and in the EU IVD Medical Device Directive, accuracy is 
used to describe two different concepts: (1) agreement of the average of a large series of replicate 
measurements with the true value, and (2) agreement of an individual measurement result with the true value. 

In international standards, including European harmonized standards, the first is termed “trueness,” a 
measure of systematic bias; the second is termed “accuracy,” which includes the effects of imprecision as well 
as bias on a test result. Many countries have adopted the terminology used in international standards. 

Precision: In international standards, precision is described as repeatability (precision in highly controlled 
conditions, where all possible variables are held constant), intermediate precision (where some variables are 
controlled and some are allowed to vary), and reproducibility (precision in uncontrolled conditions, where all 
variables are allowed to vary). Included in the international definition of precision is a requirement that the 
conditions must be stipulated. 

In laboratory medicine, these precision terms are roughly equivalent to “within-run,” “within lab”, and “lab to 
lab,” precision, respectively. 

The concept of precision defined in VIM:1993 has been superseded by newer definitions in ISO 3534 and 
ISO 5725. Although the VIM definition of reproducibility is incorrect, it is still cited in some CEN standards. 

Sensitivity: In international standards, sensitivity is used to describe the ability of an IVD assay to determine 
small changes in concentration throughout the range. In laboratory medicine, sensitivity is generally used to 
mean the least amount of analyte in a sample that can be detected (i.e. limit of detection). 

4.18 Metrological traceability 

The EU requires information on the metrological traceability of calibrator and trueness control values. The 
Australian proposal contains a similar requirement. Traceability of patients’ results is not required. 

Draft FDA guidance on calibration and quality control labelling states that FDA currently requires information 
on calibration procedures performed and whenever possible encourages traceability of device performance to 
a reference method or material (i.e. a statement indicating the basis for the calibration). 

Canada and Japan do not require traceability information. 
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4.19 Diagnostic performance characteristics 

GHTF guidance states the labelling may include diagnostic performance characteristics, such as sensitivity 
and specificity related to the percentage of true negative and true positive values. 

Canada and the EU require information on diagnostic performance characteristics. 

Draft guidance from the U.S. FDA requests information when a device is compared to a “true” diagnostic state. 

Australia and Japan have no requirements for diagnostic performance characteristics. 

4.20 Predicate device (an existing legally marketed medical device) 

The U.S. and Japan require data showing comparison to an existing, legally marketed device. 

Other regulations do not have such a requirement, apart from the EU requirement to describe traceability to a 
higher order reference measurement procedure/material, if one is available. 

4.21 Reference intervals 

While GHTF guidance only states that device labelling may contain reference intervals, all five regulatory 
schemes and the EN standards require reference intervals along with descriptions of the reference 
populations. 

In the EN standards, the requirement for reference intervals is qualified by “if known.” 

Canada and the US also require detailed information about how the ranges were established. 

The EU is explicit that the values must be in SI units. The other countries are silent on units. 

4.22 User quality control 

Australia, Canada, the EU and the US require that manufacturers provide users with quality control 
information in the instructions for use. Australia and the EU call this “internal” quality control. 

Australia and the EU also require “specific validation procedures.” 

The U.S. requires details of the kinds of quality control procedures and materials required by users, including 
information on satisfactory limits of performance, as well as descriptions of any controls that are integral 
components of the device (also called “internal” quality controls). 

In Japan, establishing quality control procedures is solely the responsibility of the Laboratory. 

The GHTF has not taken a position on providing quality control information. 

4.23 Change notification 

Although not addressed explicitly in labelling regulations, a requirement to update labelling when performance 
characteristics or instructions for use change is included in the European labelling standards. 

Manufacturers are generally required by manufacturing regulations and international quality system standards 
(e.g. ISO 13485) to inform users of significant changes in device performance and/or instructions for use. 

4.24 Limitations 

Each regulatory scheme requires disclosure of certain limitations; the requirements differ in limitations of what, 
and the details that must be disclosed. 
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GHTF guidance simply states the labelling should bear “any limitations.” 

Australia and the EU require a description of the “limitations of the method.” 

Canada specifies “test limitations”. The draft guidance from Health Canada says the Limitations section should 
include requirements for personnel qualification and limitations affecting test result interpretation. 

Japan requires disclosure of limitations related to the specimen. 

The U.S. specifies “limitations of the procedure.” The US considers requirements for further testing with more 
sensitive/specific methods as limitations. 

4.25 Instrument requirements 

In general, the requirements in EN 591 and Japanese regulations are more specific regarding instrumentation 
than those of the other countries. 

Some significant differences are 

⎯ Only Japan, the EU and the U.S. require environmental specifications and installation instructions. 

⎯ Only Australia, the EU and GHTF guidance require verification of proper installation. 

⎯ Only Australia, Canada and the EU require labelling to state whether any particular training is required. 

⎯ Japan, the EU, the U.S. and GHTF require checking the function of the IVD instrument. 

⎯ All but Canada require mention of the nature and frequency of the maintenance needed to ensure that 
the IVD operates properly and safely; and any necessary sterilization, decontamination or disinfection. 

⎯ All but Australia and Canada require cleaning instructions, if applicable. 

⎯ Only Japan and the CEN standards mention the frequency of replacing consumables and parts. 

⎯ Only U.S. and CEN request servicing information. 

Only Australia, the EU and the GHTF guidance mention requirements regarding electromagnetic emission and 
immunity. 
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 c
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 p
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 d
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 m
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te

 th
e 

da
te

 u
nt

il 
w

hi
ch

 th
e 

de
vi

ce
 o

r o
ne

 o
f 

its
 c

om
po

ne
nt

s 
ca

n 
be

 
us

ed
 w

ith
 c

om
pl

et
e 

sa
fe

ty
; 

[8
, A

rti
cl

e 
20

]  

 
Th

e 
ca

le
nd

ar
 m

on
th

 
an

d 
ye

ar
, a

nd
 w

he
re

 
ap

pl
ic

ab
le

, t
he

 d
ay

 
an

d 
ho

ur
, t

ha
t t

he
 

da
tin

g 
pe

rio
d 

en
ds

. 
[2

7,
 S

ec
. 6

00
.3

 (m
)] 
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Fo
llo

w
-u

p 
th

er
ap

eu
tic

 
pr

oc
ed

ur
e 

 
A

 s
ec

on
da

ry
 m

ed
ic

al
 

pr
oc

ed
ur

e 
ca

rri
ed

 o
ut

 
fo

llo
w

in
g 

a 
po

si
tiv

e 
re

su
lt 

fro
m

 a
n 

IV
D

, w
ith

 th
e 

pu
rp

os
e 

of
 c

on
fir

m
in

g 
a 

di
ag

no
si

s 
an

d/
or

 d
ec

id
in

g 
on

 a
n 

ap
pr

op
ria

te
 c

ou
rs

e 
of

 tr
ea

tm
en

t. 
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H
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G
en

er
al

 
pu

rp
os

e 
re

ag
en

t 

 
 

 
 

 
C

he
m

ic
al

 re
ag

en
t t

ha
t 

ha
s 

ge
ne

ra
l 

la
bo

ra
to

ry
 a

pp
lic

at
io

n,
 

th
at

 is
 u

se
d 

to
 c

ol
le

ct
, 

pr
ep

ar
e,

 a
nd

 e
xa

m
in

e 
sp

ec
im

en
s 

fro
m

 th
e 

hu
m

an
 b

od
y 

fo
r 

di
ag

no
st

ic
 p

ur
po

se
s,

 
an

d 
th

at
 is

 n
ot

 
la

be
lle

d 
or

 o
th

er
w

is
e 

in
te

nd
ed

 fo
r a

 s
pe

ci
fic

 
di

ag
no

st
ic

 
ap

pl
ic

at
io

n 
…

 w
he

n 
co

m
bi

ne
d 

w
ith

 o
r 

us
ed

 in
 c

on
ju

nc
tio

n 
w

ith
 a

n 
ap

pr
op

ria
te

 
an

al
yt

e 
sp

ec
ifi

c 
re

ag
en

t (
A

S
R

) a
nd

 
ot

he
r g

en
er

al
 p

ur
po

se
 

re
ag

en
ts

, i
s 

pa
rt 

of
 a

 
di

ag
no

st
ic

 te
st

 
pr

oc
ed

ur
e 

or
 s

ys
te

m
 

co
ns

tit
ut

in
g 

a 
fin

is
he

d 
in

 v
itr

o 
di

ag
no

st
ic

 
(IV

D
) t

es
t. 

 
[4

4,
 §

 8
64

.4
01

0(
a)

] 

 

26
 

G
ra

ph
ic

al
 

sy
m

bo
l  

V
is

ua
lly

 p
er

ce
pt

ib
le

 
fig

ur
e 

w
ith

 a
 p

ar
tic

ul
ar

 
m

ea
ni

ng
 u

se
d 

to
 

tra
ns

m
it 

in
fo

rm
at

io
n 

in
de

pe
nd

en
tly

 o
f 

la
ng

ua
ge

 [1
7]

 

 
 

 
 

“S
ym

bo
ls

” …
 re

fe
rs

 to
 

th
e 

us
e 

of
 g

ra
ph

ic
al

 
sy

m
bo

ls
 w

ith
ou

t 
eq

ui
va

le
nt

 
ac

co
m

pa
ny

in
g 

te
xt

. 
[3

9]
 

 

27
 

H
ea

lth
 c

ar
e 

pr
of

es
si

on
al

 
N

A
 

 
A

 p
er

so
n 

w
ho

 is
 e

nt
itl

ed
 

un
de

r t
he

 la
w

s 
of

 a
 

pr
ov

in
ce

 to
 p

ro
vi

de
 h

ea
lth

 
se

rv
ic

es
 in

 th
e 

pr
ov

in
ce

 

 
 

 
 

28
 

H
om

e 
us

e 
IV

D
 

N
A

 
A

n 
IV

D
 s

up
pl

ie
d 

to
 la

y 
pe

rs
on

s,
 fo

r u
se

 o
r 

in
te

rp
re

ta
tio

n 
in

 
di

ag
no

si
ng

, m
on

ito
rin

g 
or

 
id

en
tif

yi
ng

 ri
sk

 fa
ct

or
s 

fo
r 

a 
co

nd
iti

on
 o

r s
ta

te
; o

r f
or

 
co

lle
ct

in
g 

a 
sa

m
pl

e 
fo

r 
an

al
ys

is
 in

 a
 te

st
in

g 
fa

ci
lit

y.
 

 
D

ev
ic

e 
fo

r s
el

f-t
es

tin
g:

 
an

y 
de

vi
ce

 in
te

nd
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r t
o 

be
 

ab
le

 to
 b

e 
us

ed
 b

y 
la

y 
pe

rs
on

s 
in

 a
 h

om
e 

en
vi

ro
nm

en
t; 

 
[8

, A
rti

cl
e 

1,
 2

(d
)] 

 
 

D
ev

ic
e 

fo
r s

el
f-

ad
m

in
is

tra
tio

n:
 A

ny
 

de
vi

ce
 in

te
nd

ed
 b

y 
th

e 
m

an
uf

ac
tu

re
r t

o 
be

 a
bl

e 
to

 b
e 

us
ed

 b
y 

la
y 

pe
rs

on
s 

in
 a

 n
on

-
cl

in
ic

al
 e

nv
iro

nm
en

t. 
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Id
en

tif
ie

r 
N

A
 

 
A

 u
ni

qu
e 

se
rie

s 
of

 le
tte

rs
 

or
 n

um
be

rs
 o

r a
ny

 
co

m
bi

na
tio

n 
of

 th
es

e 
or

 a
 

ba
r c

od
e 

th
at

 is
 a

ss
ig

ne
d 

to
 a

 m
ed

ic
al

 d
ev

ic
e 

by
 th

e 
m

an
uf

ac
tu

re
r a

nd
 th

at
 

id
en

tif
ie

s 
it 

an
d 

di
st

in
gu

is
he

s 
fro

m
 s

im
ila

r 
de

vi
ce

s 

 
 

 
 

30
 

Im
m

ed
ia

te
 

co
nt

ai
ne

r 
(p

rim
ar

y 
co

nt
ai

ne
r) 

P
ac

ka
gi

ng
 w

hi
ch

 
pr

ot
ec

ts
 th

e 
co

nt
en

ts
 

fro
m

 c
on

ta
m

in
at

io
n 

an
d/

or
 o

th
er

 e
ffe

ct
s 

of
 

th
e 

ex
te

rn
al

 
en

vi
ro

nm
en

t 
N

O
TE

 
E

xa
m

pl
es

 
ar

e 
a 

se
al

ed
 v

ia
l, 

am
po

ul
e 

or
 b

ot
tle

, a
 

fo
ile

d 
po

uc
h,

 o
r a

 
se

al
ed

 p
la

st
ic

s 
ba

g 
co

nt
ai

ni
ng

 e
.g

. c
ul

tu
re

 
m

ed
ia

, m
ic

ro
tit

ra
tio

n 
pl

at
es

 o
r c

oa
te

d 
tu

be
s.

 
[1

0,
 §

3.
7]
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In
 v

itr
o 

di
ag

no
st

ic
 

in
st

ru
m

en
t 

(IV
D

 
in

st
ru

m
en

t) 

In
 v

itr
o 

di
ag

no
st

ic
 

m
ed

ic
al

 d
ev

ic
e 

w
hi

ch
 

is
 a

n 
in

st
ru

m
en

t, 
ap

pa
ra

tu
s 

or
 

eq
ui

pm
en

t 

N
O

TE
 

In
 s

om
e 

ca
se

s 
a 

pa
rti

cu
la

r I
V

D
 

in
st

ru
m

en
t, 

as
 d

ef
in

ed
 

fo
r u

se
 in

 h
um

an
 

m
ed

ic
in

e,
 m

ay
 s

er
ve

 
al

so
 in

 v
et

er
in

ar
y 

m
ed

ic
in

e.
 

[1
1,
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3.
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In
 v

itr
o 

di
ag

no
st

ic
 

m
ed

ic
al

 
de

vi
ce

 

N
A

 
A

ny
 th

er
ap

eu
tic

 d
ev

ic
e 

w
hi

ch
 is

 a
 re

ag
en

t, 
re

ag
en

t p
ro

du
ct

, 
ca

lib
ra

to
r, 

co
nt

ro
l 

m
at

er
ia

l, 
ki

t, 
in

st
ru

m
en

t, 
ap

pa
ra

tu
s,

 e
qu

ip
m

en
t o

r 
sy

st
em

, w
he

th
er

 u
se

d 
al

on
e 

or
 in

 c
om

bi
na

tio
n 

(w
ith

 o
th

er
 d

ia
gn

os
tic

 
go

od
s 

fo
r i

n 
vi

tro
 u

se
), 

in
te

nd
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r t
o 

be
 u

se
d 

in
 v

itr
o 

fo
r t

he
 

ex
am

in
at

io
n 

of
 s

pe
ci

m
en

s 
(in

cl
ud

in
g 

bl
oo

d 
an

d 
tis

su
e 

do
na

tio
ns

) d
er

iv
ed

 
fro

m
 th

e 
hu

m
an

 b
od

y,
 

so
le

ly
 o

r p
rin

ci
pa

lly
 fo

r t
he

 
pu

rp
os

e 
of

 g
iv

in
g 

in
fo

rm
at

io
n 

ab
ou

t a
 

ph
ys

io
lo

gi
ca

l o
r 

pa
th

ol
og

ic
al

 s
ta

te
 o

r a
 

co
ng

en
ita

l a
bn

or
m

al
ity

 o
r 

to
 d

et
er

m
in

e 
sa

fe
ty

 a
nd

 
co

m
pa

tib
ilit

y 
w

ith
 a

 
po

te
nt

ia
l r

ec
ip

ie
nt

. 

In
 v

itr
o 

di
ag

no
st

ic
 d

ev
ic

e 
(IV

D
D

)  
A

 m
ed

ic
al

 d
ev

ic
e 

th
at

 is
 

in
te

nd
ed

 to
 b

e 
us

ed
 in

 
vi

tro
 fo

r t
he

 e
xa

m
in

at
io

n 
of

 s
pe

ci
m

en
s 

ta
ke

n 
fro

m
 

th
e 

bo
dy

. 

A
ny

 m
ed

ic
al

 d
ev

ic
e 

w
hi

ch
 

is
 a

 re
ag

en
t, 

re
ag

en
t 

pr
od

uc
t, 

ca
lib

ra
to

r, 
co

nt
ro

l 
m

at
er

ia
l, 

ki
t, 

in
st

ru
m

en
t, 

ap
pa

ra
tu

s,
 e

qu
ip

m
en

t, 
or

 
sy

st
em

, w
he

th
er

 u
se

d 
al

on
e 

or
 in

 c
om

bi
na

tio
n,

 
in

te
nd

ed
 b

y 
th

e 
m

an
uf

ac
tu

re
r t

o 
be

 u
se

d 
in

 v
itr

o 
fo

r t
he

 
ex

am
in

at
io

n 
of

 
sp

ec
im

en
s,

 in
cl

ud
in

g 
bl

oo
d 

an
d 

tis
su

e 
do

na
tio

ns
, d

er
iv

ed
 fr

om
 

th
e 

hu
m

an
 b

od
y,

 s
ol

el
y 

or
 

pr
in

ci
pa

lly
 fo

r t
he

 p
ur

po
se

 
of

 p
ro

vi
di

ng
 in

fo
rm

at
io

n 
co

nc
er

ni
ng

 a
 

ph
ys

io
lo

gi
ca

l o
r 

pa
th

ol
og

ic
al

 s
ta

te
, o

r 
co

nc
er

ni
ng

 a
 c

on
ge

ni
ta

l 
ab

no
rm

al
ity

, o
r t

o 
de

te
rm

in
e 

th
e 

sa
fe

ty
 a

nd
 

co
m

pa
tib

ilit
y 

w
ith

 p
ot

en
tia

l 
re

ci
pi

en
ts

, o
r t

o 
m

on
ito

r 
th

er
ap

eu
tic

 m
ea

su
re

s.
 

In
cl

ud
es

 s
pe

ci
m

en
 

re
ce

pt
ac

le
s.

 

E
xc

lu
de

s 
pr

od
uc

ts
 fo

r 
ge

ne
ra

l l
ab

or
at

or
y 

us
e 

un
le

ss
 s

uc
h 

pr
od

uc
ts

, i
n 

vi
ew

 o
f t

he
ir 

ch
ar

ac
te

ris
tic

s,
 a

re
 

sp
ec

ifi
ca

lly
 in

te
nd

ed
 b

y 
th

ei
r m

an
uf

ac
tu

re
r t

o 
be

 
us

ed
 fo

r i
n 

vi
tro

 d
ia

gn
os

tic
 

ex
am

in
at

io
n;

  
[8

, A
rti

cl
e 

1,
 2

(b
)] 

 
In

 v
itr

o 
di

ag
no

st
ic

 
pr

od
uc

ts
 a

re
 th

os
e 

re
ag

en
ts

, i
ns

tru
m

en
ts

, 
an

d 
sy

st
em

s 
in

te
nd

ed
 

fo
r u

se
 in

 th
e 

di
ag

no
si

s 
of

 d
is

ea
se

 
or

 o
th

er
 c

on
di

tio
ns

, 
in

cl
ud

in
g 

a 
de

te
rm

in
at

io
n 

of
 th

e 
st

at
e 

of
 h

ea
lth

, i
n 

or
de

r t
o 

cu
re

, 
m

iti
ga

te
, t

re
at

, o
r 

pr
ev

en
t d

is
ea

se
 o

r i
ts

 
se

qu
el

ae
. S

uc
h 

pr
od

uc
ts

 a
re

 in
te

nd
ed

 
fo

r u
se

 in
 th

e 
co

lle
ct

io
n,

 
pr

ep
ar

at
io

n,
 a

nd
 

ex
am

in
at

io
n 

of
 

sp
ec

im
en

s 
ta

ke
n 

fro
m

 
th

e 
hu

m
an

 b
od

y.
 

Th
es

e 
pr

od
uc

ts
 a

re
 

de
vi

ce
s 

as
 d

ef
in

ed
 in

 
S

ec
. 2

01
(h

) o
f t

he
 

Fe
de

ra
l F

oo
d,

 D
ru

g,
 

an
d 

C
os

m
et

ic
 A

ct
 (t

he
 

ac
t),

 a
nd

 m
ay

 a
ls

o 
be

 
bi

ol
og

ic
al

 p
ro

du
ct

s 
su

bj
ec

t t
o 

S
ec

. 3
51

 o
f 

th
e 

P
ub

lic
 H

ea
lth

 
S

er
vi

ce
 A

ct
.  

[3
1,

 S
ec

. 8
09

3 
(a

)] 

A
 d

ev
ic

e 
fo

r i
n 

vi
tro

 
ex

am
in

at
io

n 
in

cl
ud

es
, 

fo
r e

xa
m

pl
e,

 
re

ag
en

ts
, c

al
ib

ra
to

rs
, 

sa
m

pl
e 

co
lle

ct
io

n 
de

vi
ce

s,
 c

on
tro

l 
m

at
er

ia
ls

, a
nd

 re
la

te
d 

in
st

ru
m

en
ts

 o
r 

ap
pa

ra
tu

s.
 T

he
 

in
fo

rm
at

io
n 

pr
ov

id
ed

 
by

 s
uc

h 
an

 in
 v

itr
o 

di
ag

no
st

ic
 d

ev
ic

e 
m

ay
 

be
 fo

r d
ia

gn
os

tic
, 

m
on

ito
rin

g 
or

 
co

m
pa

tib
ilit

y 
pu

rp
os

es
. I

n 
so

m
e 

ju
ris

di
ct

io
ns

, s
om

e 
in

 
vi

tro
 d

ia
gn

os
tic

 
de

vi
ce

s,
 in

cl
ud

in
g 

re
ag

en
ts

 a
nd

 th
e 

lik
e,

 
m

ay
 b

e 
co

ve
re

d 
by

 
se

pa
ra

te
 re

gu
la

tio
ns

. 

[1
3,

 §
5.

0 
N

O
TE

 1
] 
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In
 v

itr
o 

di
ag

no
st

ic
 

re
ag

en
t (

IV
D

 
re

ag
en

t) 

In
 v

itr
o 

di
ag

no
st

ic
 

m
ed

ic
al

 d
ev

ic
e 

w
hi

ch
 

is
 a

 re
ag

en
t, 

re
ag

en
t 

pr
od

uc
t, 

ca
lib

ra
to

r, 
co

nt
ro

l m
at

er
ia

l o
r k

it 

N
O

TE
 

In
 s

om
e 

ca
se

s 
a 

pa
rti

cu
la

r I
V

D
 

re
ag

en
t, 

as
 d

ef
in

ed
 fo

r 
us

e 
in

 h
um

an
 

m
ed

ic
in

e,
 m

ay
 s

er
ve

 
al

so
 in

 v
et

er
in

ar
y 

m
ed

ic
in

e.
  

[1
0,

 §
3.

9]
 

 
 

 
IV

D
 re

ag
en

ts
 e

xc
lu

de
 

bu
ffe

rs
, t

ra
di

tio
na

l 
st

ai
ni

ng
 s

ol
ut

io
n,

 
di

lu
en

t, 
ca

lib
ra

to
rs

 
an

d 
co

nt
ro

l m
at

er
ia

ls
 

if 
no

t a
 p

ar
t o

f k
it.

 [2
5]

 

 
 

34
 

In
di

ca
tio

n 
 

Th
e 

in
te

nd
ed

 u
se

 o
f a

n 
in

 
vi

tro
 d

ia
gn

os
tic

 d
ev

ic
e 

(IV
D

). 
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In
fo

rm
at

io
n 

su
pp

lie
d 

by
 

th
e 

m
an

uf
ac

tu
re

r 

N
A

 
 

 
Th

is
 in

fo
rm

at
io

n 
co

m
pr

is
es

 th
e 

da
ta

 o
n 

th
e 

la
be

l a
nd

 in
 th

e 
in

st
ru

ct
io

ns
 fo

r u
se
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In
-h

ou
se

 te
st

 
 

A
 te

st
 th

at
 is

 d
ev

el
op

ed
 

de
 n

ov
o,

 o
r m

od
ifi

ed
 fr

om
 

a 
pu

bl
is

he
d 

so
ur

ce
, o

r 
m

od
ifi

ed
 o

r a
da

pt
ed

 fr
om

 
an

y 
ot

he
r s

ou
rc

e,
 w

ith
in

 
th

e 
co

nf
in

es
 o

r s
co

pe
 o

f a
 

la
bo

ra
to

ry
; a

nd
 v

al
id

at
ed

 
fo

r u
se

 w
ith

in
 th

at
 

la
bo

ra
to

ry
 o

nl
y,

 a
nd

 is
 n

ot
 

su
pp

lie
d 

fo
r u

se
 o

ut
si

de
 

th
at

 la
bo

ra
to

ry
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In
ne

r 
pa

ck
ag

in
g 

 
G

en
er

al
ly

 d
ef

in
ed

 a
s 

th
e 

la
be

lli
ng

 fo
un

d 
im

m
ed

ia
te

ly
 o

n 
th

e 
IV

D
 o

r 
if 

ap
pl

ic
ab

le
, o

n 
ea

ch
 

in
di

vi
du

al
 c

om
po

ne
nt

 o
f a

 
ki

t. 
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In
se

rt 
do

cu
m

en
t 

N
A

 
 

 
 

Fo
r r

ea
ge

nt
s,

 a
 

do
cu

m
en

t p
ro

vi
de

d 
w

ith
 th

e 
re

ag
en

t(s
) 

co
nt

ai
ni

ng
 s

pe
ci

fic
 

in
fo

rm
at

io
n 

in
 a

 
de

fin
ed

 fo
rm

at
. 

Fo
r i

ns
tru

m
en

ts
, a

 
do

cu
m

en
t p

ro
vi

de
d 

w
ith

 a
n 

IV
D

 
in

st
ru

m
en

t o
r 

co
rre

sp
on

di
ng

 p
ar

ts
 

or
 c

on
su

m
ab

le
s,

 
co

m
pr

is
in

g 
8 

pa
ge

s 
of

 
A

4 
si

ze
 b

ea
rin

g 
in

di
sp

en
sa

bl
e 

bu
t 

br
ie

f i
nf

or
m

at
io

n 
fo

r 
pr

op
er

 a
nd

 s
af

e 
us

e.
[2

5]
 

Th
is

 d
oc

um
en

t w
ill

 
he

re
af

te
r b

e 
ab

br
ev

ia
te

d 
as

 D
O

C
I. 

A
 d

oc
um

en
t p

ro
vi

de
d 

w
ith

 th
e 

re
ag

en
t(s

) 
co

nt
ai

ni
ng

 s
pe

ci
fic

 
in

fo
rm

at
io

n 
in

 a
 

de
fin

ed
 fo

rm
at

. 
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In
st

ru
ct

io
ns

 
fo

r u
se

 
(in

st
ru

m
en

t) 

In
fo

rm
at

io
n 

su
pp

lie
d 

by
 th

e 
m

an
uf

ac
tu

re
r 

w
ith

 a
n 

IV
D

 in
st

ru
m

en
t 

co
nc

er
ni

ng
 th

e 
pr

op
er

 
us

e 
an

d 
th

e 
sa

fe
 a

nd
 

co
rre

ct
 o

pe
ra

tio
n,

 
m

ai
nt

en
an

ce
 a

nd
 

ba
si

c 
tro

ub
le

-s
ho

ot
in

g 
of

 th
e 

IV
D

 in
st

ru
m

en
t 

[1
1,

 §
3.

3]
 

Fo
r a

n 
IV

D
, c

an
 g

en
er

al
ly

 
be

 d
ef

in
ed

 a
s 

th
e 

do
cu

m
en

ta
tio

n 
th

at
 

ac
co

m
pa

ni
es

 a
n 

IV
D

 …
 

D
ire

ct
io

ns
 fo

r u
se

: f
ul

l 
in

fo
rm

at
io

n 
as

 to
 th

e 
pr

oc
ed

ur
es

 re
co

m
m

en
de

d 
fo

r a
ch

ie
vi

ng
 th

e 
op

tim
um

 
pe

rfo
rm

an
ce

 o
f t

he
 

de
vi

ce
, a

nd
 in

cl
ud

es
 

ca
ut

io
ns

, w
ar

ni
ng

s,
 

co
nt

ra
-in

di
ca

tio
ns

 a
nd

 
po

ss
ib

le
 a

dv
er

se
 e

ffe
ct

s.
 

 
S

up
pl

em
en

ta
l 

in
fo

rm
at

io
n 

to
 D

O
C

I 
su

pp
lie

d 
by

 th
e 

m
an

uf
ac

tu
re

r w
ith

 a
n 

IV
D

 in
st

ru
m

en
t. 

Th
is

 d
oc

um
en

t w
ill

 
he

re
af

te
r b

e 
ab

br
ev

ia
te

d 
as

 
D

O
C

M
. 

Th
e 

m
an

uf
ac

tu
re

r 
sh

al
l p

ro
vi

de
 D

O
C

M
 

an
d/

or
 m

ai
nt

en
an

ce
 

m
an

ua
l i

f a
n 

in
se

rt 
do

cu
m

en
t i

s 
no

t 
su

ffi
ci

en
t t

o 
pr

ov
id

e 
th

e 
ne

ce
ss

ar
y 

in
fo

rm
at

io
n.

 [2
5]

 

 
In

fo
rm

at
io

n 
pr

ov
id

ed
 

by
 th

e 
m

an
uf

ac
tu

re
r 

to
 in

fo
rm

 th
e 

de
vi

ce
 

us
er

 o
f t

he
 p

ro
du

ct
s 

pr
op

er
 u

se
 a

nd
 o

f a
ny

 
pr

ec
au

tio
ns

 to
 b

e 
ta

ke
n.

 [1
6]
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In
st

ru
ct

io
ns

 fo
r 

us
e 

(re
ag

en
ts

) 
In

fo
rm

at
io

n 
su

pp
lie

d 
by

 
th

e 
m

an
uf

ac
tu

re
r w

ith
 

an
 IV

D
 re

ag
en

t 
co

nc
er

ni
ng

 th
e 

sa
fe

 a
nd

 
pr

op
er

 u
se

 o
f t

he
 IV

D
 

re
ag

en
t [

45
, §

3.
9]

 

Fo
r a

n 
IV

D
, c

an
 g

en
er

al
ly 

be
 d

ef
in

ed
 a

s 
th

e 
do

cu
m

en
ta

tio
n 

th
at

 
ac

co
m

pa
ni

es
 a

n 
IV

D
 …

 

D
ire

ct
io

ns
 fo

r u
se

: f
ul

l 
in

fo
rm

at
io

n 
as

 to
 th

e 
pr

oc
ed

ur
es

 re
co

m
m

en
de

d 
fo

r a
ch

ie
vi

ng
 th

e 
op

tim
um

 
pe

rfo
rm

an
ce

 o
f t

he
 d

ev
ic

e,
 

an
d 

in
cl

ud
es

 c
au

tio
ns

, 
w

ar
ni

ng
s,

 c
on

tra
-

in
di

ca
tio

ns
 a

nd
 p

os
si

bl
e 

ad
ve

rs
e 

ef
fe

ct
s.

 

 
Su

pp
le

m
en

ta
l 

in
fo

rm
at

io
n 

to
 a

n 
in

se
rt 

do
cu

m
en

t s
up

pl
ie

d 
by

 
th

e 
m

an
uf

ac
tu

re
r w

ith
 

an
 IV

D
 re

ag
en

t. 
[2

5]
 

 
In

fo
rm

at
io

n 
pr

ov
id

ed
 b

y 
th

e 
m

an
uf

ac
tu

re
r t

o 
in

fo
rm

 th
e 

de
vic

e 
us

er
 

of
 th

e 
pr

od
uc

ts
 p

ro
pe

r 
us

e 
an

d 
of

 a
ny

 
pr

ec
au

tio
ns

 to
 b

e 
ta

ke
n.

 [1
6]

 

41
 

In
st

ru
m

en
t 

 
A 

m
ac

hi
ne

 o
r p

ie
ce

 o
f 

eq
ui

pm
en

t t
ha

t a
ut

om
at

es
 

a 
pa

rti
cu

la
r a

ss
ay

 p
ro

ce
ss

, 
ei

th
er

 b
y 

br
in

gi
ng

 s
am

pl
es

 
an

d 
re

ag
en

ts
 to

ge
th

er
 a

nd
 

m
ea

su
rin

g 
th

e 
re

su
lt,

 o
r b

y 
m

ea
su

rin
g 

ot
he

r q
ua

liti
es

 o
r 

pa
ra

m
et

er
s 

in
 th

e 
sa

m
pl

es
 

be
in

g 
te

st
ed

. 
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In
te

nd
ed

 
us

e/
in

te
nd

ed
 

pu
rp

os
e 

N
A 

 
In

te
nd

ed
 p

ur
po

se
: 

Th
e 

us
e 

fo
r w

hi
ch

 th
e 

de
vi

ce
 is

 in
te

nd
ed

 
ac

co
rd

in
g 

to
 th

e 
da

ta
 

su
pp

lie
d 

by
 th

e 
m

an
uf

ac
tu

re
r o

n 
th

e 
la

be
llin

g,
 in

 th
e 

in
st

ru
ct

io
ns

 
fo

r u
se

/o
r i

n 
pr

om
ot

io
na

l 
m

at
er

ia
l [

3]
 

Th
e 

us
e 

fo
r w

hi
ch

 th
e 

de
vi

ce
 is

 in
te

nd
ed

 
ac

co
rd

in
g 

to
 th

e 
da

ta
 

su
pp

lie
d 

by
 th

e 
m

an
uf

ac
tu

re
r o

n 
th

e 
la

be
llin

g,
 in

 th
e 

in
st

ru
ct

io
ns

 
fo

r u
se

 a
nd

/o
r i

n 
pr

om
ot

io
na

l m
at

er
ia

ls
;  

[8
, A

rti
cl

e 
1,

 2
(h

)] 

 
Th

e 
ob

je
ct

iv
e 

in
te

nt
 o

f 
th

e 
pe

rs
on

s 
le

ga
lly

 
re

sp
on

si
bl

e 
fo

r t
he

 
la

be
llin

g 
of

 d
ev

ic
es

. 
Th

e 
in

te
nt

 is
 

de
te

rm
in

ed
 b

y 
su

ch
 

pe
rs

on
s,

 e
xp

re
ss

io
ns

 
or

 m
ay

 b
e 

sh
ow

n 
by

 
th

e 
ci

rc
um

st
an

ce
s 

su
rro

un
di

ng
 th

e 
di

st
rib

ut
io

n 
of

 th
e 

ar
tic

le
. T

hi
s 

ob
je

ct
iv

e 
in

te
nt

 m
ay

, f
or

 
ex

am
pl

e,
 b

e 
sh

ow
n 

by
 

la
be

llin
g 

cl
ai

m
s,

 
ad

ve
rti

si
ng

 m
at

te
r, 

or
 

or
al

 o
r w

rit
te

n 
st

at
em

en
ts

 b
y 

su
ch

 
pe

rs
on

s 
or

 th
ei

r 
re

pr
es

en
ta

tiv
es

. I
t m

ay
 

be
 s

ho
w

n 
by

 th
e 

ci
rc

um
st

an
ce

s 
th

at
 th

e 
ar

tic
le

 is
, w

ith
 th

e 
kn

ow
le

dg
e 

of
 s

uc
h 

pe
rs

on
s 

or
 th

ei
r 

re
pr

es
en

ta
tiv

es
, o

ffe
re

d 
an

d 
us

ed
 fo

r a
 p

ur
po

se
 

fo
r w

hi
ch

 it
 is

 n
ei

th
er

 
la

be
lle

d 
no

r a
dv

er
tis

ed
. 

[2
9,

 S
ec

t. 
80

1.
4]

 

Th
e 

ob
je

ct
iv

e 
in

te
nt

 o
f 

th
e 

m
an

uf
ac

tu
re

r o
r 

ot
he

r l
eg

al
 e

nt
ity

, o
r 

pe
rs

on
, u

nd
er

 w
ho

se
 

na
m

e 
th

e 
de

vic
e 

is
 

pl
ac

ed
 o

n 
th

e 
m

ar
ke

t, 
in

 re
sp

ec
t o

f t
he

 
ap

pl
ic

at
io

n 
an

d 
pe

rfo
rm

an
ce

 o
f t

he
 

de
vi

ce
, a

s 
in

di
ca

te
d 

in
 

th
e 

la
be

llin
g 

an
d/

or
 

pr
om

ot
io

na
l m

at
er

ia
l. 

[1
6]

 
Th

e 
ob

je
ct

iv
e 

in
te

nt
 o

f 
th

e 
m

an
uf

ac
tu

re
r 

re
ga

rd
in

g 
th

e 
us

e 
of

 a
 

pr
od

uc
t, 

pr
oc

es
s 

or
 

se
rv

ic
e 

as
 re

fle
ct

ed
 in

 
th

e 
sp

ec
ific

at
io

ns
, 

in
st

ru
ct

io
ns

 a
nd

 
in

fo
rm

at
io

n 
pr

ov
id

ed
 b

y 
th

e 
m

an
uf

ac
tu

re
r. 

[1
2]
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Q
ua

lit
y 

co
nt

ro
l 

O
pe

ra
tio

na
l 

te
ch

ni
qu

es
 a

nd
 

ac
tiv

iti
es

 a
t t

he
 p

oi
nt

 o
f 

us
e 

th
at

 a
re

 u
se

d 
to

 
fu

lfi
l r

eq
ui

re
m

en
ts

 fo
r 

qu
al

ity
 o

f s
er

vi
ce

s 

N
O

TE
 

In
te

rn
al

 
qu

al
ity

 c
on

tro
l 

co
m

pr
is

es
 a

ll 
st

ep
s 

of
 

ac
tiv

ity
 fo

r p
ro

du
ct

io
n 

of
 re

su
lts

 fr
om

 
co

lle
ct

io
n 

of
 s

am
pl

e 
an

d 
m

ea
su

re
m

en
t o

f a
 

m
ea

su
ra

bl
e 

qu
an

tit
y 

to
 

re
po

rti
ng

 o
f r

es
ul

t o
f 

m
ea

su
re

m
en

t. 
[1

0,
 §

3.
8]
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K
it 

S
et

 o
f c

om
po

ne
nt

s 
(re

ag
en

ts
 a

nd
/o

r o
th

er
 

m
at

er
ia

ls
) p

ac
ka

ge
d 

to
ge

th
er

 
[1

0,
 §

3.
10

] 

A
n 

in
 v

itr
o 

di
ag

no
st

ic
 

de
vi

ce
 th

at
 c

on
si

st
s 

of
 a

 
co

lle
ct

io
n 

of
 re

ag
en

ts
 

an
d/

or
 c

om
po

ne
nt

s,
 o

r 
an

y 
co

m
bi

na
tio

n 
of

 th
es

e,
 

in
te

nd
ed

 fo
r u

se
 in

 th
e 

co
nd

uc
t o

f a
 s

pe
ci

fic
 te

st
. 

Te
st

 k
it:

 a
n 

in
 v

itr
o 

di
ag

no
st

ic
 d

ev
ic

e 
th

at
 

co
ns

is
ts

 o
f r

ea
ge

nt
s 

or
 

ar
tic

le
s,

 o
r a

ny
 

co
m

bi
na

tio
n 

of
 th

es
e,

 a
nd

 
th

at
 is

 in
te

nd
ed

 to
 b

e 
us

ed
 to

 c
on

du
ct

 a
 s

pe
ci

fic
 

te
st

. 
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K
it 

co
m

po
ne

nt
 

In
 v

itr
o 

di
ag

no
st

ic
 

m
ed

ic
al

 d
ev

ic
e 

in
te

nd
ed

 to
 b

e 
pa

rt 
of

 
a 

ki
t 

N
O

TE
 

Ty
pi

ca
l k

it 
co

m
po

ne
nt

s 
ar

e 
e.

g.
 

an
tib

od
y 

so
lu

tio
ns

, 
bu

ffe
r s

ol
ut

io
ns

, 
ca

lib
ra

to
rs

 o
r c

on
tro

l 
m

at
er

ia
ls

. 
[1

0,
 §

3.
11

] 
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La
be

l 
P

rin
te

d,
 w

rit
te

n 
or

 
gr

ap
hi

c 
in

fo
rm

at
io

n 
pl

ac
ed

 o
n 

a 
co

nt
ai

ne
r 

[1
0,

 §
3.

12
] 

A
 d

is
pl

ay
 o

f p
rin

te
d 

in
fo

rm
at

io
n 

on
 o

r a
tta

ch
ed

 
to

 th
e 

go
od

s,
 o

r o
n 

or
 

at
ta

ch
ed

 to
 a

 c
on

ta
in

er
 o

r 
pr

im
ar

y 
pa

ck
 in

 w
hi

ch
 th

e 
go

od
s 

ar
e 

su
pp

lie
d,

 o
r 

su
pp

lie
d 

w
ith

 s
uc

h 
a 

co
nt

ai
ne

r o
r p

ac
k.

 

Th
e 

LA
B

E
L 

as
 d

ef
in

ed
 in

 
th

e 
Fo

od
 a

nd
 D

ru
gs

 A
ct

 
in

cl
ud

es
 a

ny
 le

ge
nd

, w
or

d 
or

 m
ar

k 
at

ta
ch

ed
 to

, 
in

cl
ud

ed
 in

, b
el

on
gi

ng
 to

 
or

 a
cc

om
pa

ny
in

g 
an

y 
fo

od
, d

ru
g,

 c
os

m
et

ic
, 

de
vi

ce
 o

r p
ac

ka
ge

.  

 
 

A
 d

is
pl

ay
 o

f w
rit

te
n,

 
pr

in
te

d,
 o

r g
ra

ph
ic

 
m

at
te

r u
po

n 
th

e 
im

m
ed

ia
te

 c
on

ta
in

er
 

of
 a

ny
 a

rti
cl

e.
.. 

Th
e 

te
rm

 “i
m

m
ed

ia
te

 
co

nt
ai

ne
r” 

do
es

 n
ot

 
in

cl
ud

e 
pa

ck
ag

e 
lin

er
s.

  
[3

6,
 S

ec
. 2

01
(k

)] 

In
fo

rm
at

io
n 

pr
ov

id
ed

 
up

on
 th

e 
m

ed
ic

al
 

de
vi

ce
 it

se
lf.

 W
he

re
 

ph
ys

ic
al

 c
on

st
ra

in
ts

 
pr

ev
en

t t
hi

s 
ha

pp
en

in
g,

 th
is

 te
rm

 
in

cl
ud

es
 in

fo
rm

at
io

n 
pr

ov
id

ed
 o

n 
th

e 
pa

ck
ag

in
g 

of
 e

ac
h 

un
it 

or
 o

n 
th

e 
pa

ck
ag

in
g 

of
 m

ul
tip

le
 

de
vi

ce
s.

 [1
6]
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La
be

llin
g 

N
A

  
Fo

r I
V

D
s,

 in
cl

ud
es

, b
ut

 is
 

no
t l

im
ite

d 
to

, i
nd

iv
id

ua
l 

IV
D

 la
be

ls
, o

ut
er

 
pa

ck
ag

in
g 

an
d 

th
e 

in
st

ru
ct

io
ns

 fo
r u

se
. 

In
st

ru
ct

io
ns

 fo
r u

se
 a

re
 

co
m

m
on

ly
 p

ro
vi

de
d 

in
 th

e 
fo

rm
 o

f a
 p

ac
ka

ge
 in

se
rt.

 

La
be

llin
g 

fo
r I

V
D

D
s 

in
cl

ud
es

, b
ut

 is
 n

ot
 li

m
ite

d 
to

, t
he

 im
m

ed
ia

te
 d

ev
ic

e 
co

nt
ai

ne
r l

ab
el

, t
he

 
re

ag
en

t/c
om

po
ne

nt
 la

be
l 

an
d 

pa
ck

ag
e 

in
se

rt.
 

[4
, §

3.
1]

 

 
 

A
ll 

la
be

ls
 a

nd
 o

th
er

 
w

rit
te

n,
 p

rin
te

d,
 o

r 
gr

ap
hi

c 
m

at
te

r  
(1

) u
po

n 
an

y 
ar

tic
le

 o
r 

an
y 

of
 it

s 
co

nt
ai

ne
rs

 
or

 w
ra

pp
er

s,
 o

r  
(2

) a
cc

om
pa

ny
in

g 
su

ch
 a

rti
cl

e.
 

Th
e 

te
rm

 
“a

cc
om

pa
ny

in
g”

 is
 

in
te

rp
re

te
d 

lib
er

al
ly

 
[s

ee
 N

O
TE

 2
 fo

r 
ex

am
pl

es
 o

f i
nt

en
t].

 
[3

6,
 S

ec
. 2

01
(m

)] 

A
n 

in
cl

us
iv

e 
te

rm
 to

 
de

sc
rib

e 
th

e 
la

be
l, 

in
st

ru
ct

io
ns

 fo
r u

se
, 

m
ai

nt
en

an
ce

 
in

st
ru

ct
io

ns
, 

pa
ck

ag
in

g 
in

se
rt 

an
d 

ot
he

r i
nf

or
m

at
io

n 
as

so
ci

at
ed

 w
ith

 th
e 

de
vi

ce
. [

16
]  
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M
an

uf
ac

tu
re

r 
Th

e 
m

an
uf

ac
tu

re
r i

s 
th

e 
en

tit
y 

w
hi

ch
 h

as
 

ta
ke

n 
le

ga
l 

re
sp

on
si

bi
lit

y 
fo

r t
he

 
IV

D
 

re
ag

en
t./

in
st

ru
m

en
t 

[1
0,

 §
3.

1.
2 

N
O

TE
] 

[1
1,

 §
5.

3 
N

O
TE

] 

Th
e 

pe
rs

on
 w

ho
 is

 
re

sp
on

si
bl

e 
fo

r t
he

 
de

si
gn

, p
ro

du
ct

io
n,

 
pa

ck
ag

in
g 

an
d 

la
be

llin
g 

of
 

th
e 

de
vi

ce
 b

ef
or

e 
it 

is
 

su
pp

lie
d 

un
de

r t
he

 
pe

rs
on

s 
na

m
e,

 w
he

th
er

 o
r 

no
t i

t i
s 

th
e 

pe
rs

on
, o

r 
an

ot
he

r p
er

so
n 

ac
tin

g 
on

 
th

e 
pe

rs
on

s 
be

ha
lf,

 w
ho

 
ca

rri
es

 o
ut

 th
os

e 
op

er
at

io
ns

. 

O
R

 th
e 

pe
rs

on
 w

ho
, w

ith
 

a 
vi

ew
 to

 s
up

pl
yi

ng
 th

e 
de

vi
ce

 u
nd

er
 th

e 
pe

rs
on

s 
na

m
e,

 d
oe

s 
on

e 
or

 m
or

e 
of

 th
e 

fo
llo

w
in

g 
us

in
g 

re
ad

y-
m

ad
e 

pr
od

uc
ts

 

a)
 

as
se

m
bl

es
 th

e 
de

vic
e;

A
 p

er
so

n 
w

ho
 s

el
ls

 a
 

m
ed

ic
al

 d
ev

ic
e 

un
de

r t
he

ir 
ow

n 
na

m
e,

 o
r u

nd
er

 a
 

tra
de

-m
ar

k,
 d

es
ig

n,
 tr

ad
e 

na
m

e 
or

 o
th

er
 n

am
e 

or
 

m
ar

k 
ow

ne
d 

or
 c

on
tro

lle
d 

by
 th

e 
pe

rs
on

, a
nd

 w
ho

 is
 

re
sp

on
si

bl
e 

fo
r d

es
ig

ni
ng

, 
m

an
uf

ac
tu

rin
g,

 
as

se
m

bl
in

g,
 p

ro
ce

ss
in

g,
 

la
be

lli
ng

, p
ac

ka
gi

ng
, 

re
fu

rb
is

hi
ng

 o
r m

od
ify

in
g 

th
e 

de
vi

ce
, o

r f
or

 
as

si
gn

in
g 

to
 it

 a
 p

ur
po

se
, 

w
he

th
er

 th
os

e 
ta

sk
s 

ar
e 

pe
rfo

rm
ed

 b
y 

th
at

 p
er

so
n 

or
 o

n 
th

ei
r b

eh
al

f. 

Th
e 

na
tu

ra
l o

r l
eg

al
 

pe
rs

on
 w

ith
 re

sp
on

si
bi

lit
y 

fo
r t

he
 d

es
ig

n,
 

m
an

uf
ac

tu
re

, p
ac

ka
gi

ng
 

an
d 

la
be

llin
g 

of
 a

 d
ev

ic
e 

be
fo

re
 it

 is
 p

la
ce

d 
on

 th
e 

m
ar

ke
t u

nd
er

 h
is

 o
w

n 
na

m
e,

 re
ga

rd
le

ss
 o

f 
w

he
th

er
 th

es
e 

op
er

at
io

ns
 

ar
e 

ca
rri

ed
 o

ut
 b

y 
th

at
 

pe
rs

on
 h

im
se

lf 
or

 o
n 

hi
s 

be
ha

lf 
by

 a
 th

ird
 p

ar
ty

. 
Th

e 
ob

lig
at

io
ns

 o
f t

hi
s 

D
ire

ct
iv

e 
to

 b
e 

m
et

 b
y 

m
an

uf
ac

tu
re

rs
 a

ls
o 

ap
pl

y 
to

 th
e 

na
tu

ra
l o

r l
eg

al
 

pe
rs

on
 w

ho
 a

ss
em

bl
es

, 
pa

ck
ag

es
, p

ro
ce

ss
es

, 
fu

lly
 re

fu
rb

is
he

s 
an

d/
or

 
la

be
ls

 o
ne

 o
r m

or
e 

re
ad

y-

Th
e 

na
tu

ra
l o

r l
eg

al
 

pe
rs

on
 w

ho
 h

as
 

ap
pr

ov
ed

 fo
r 

m
an

uf
ac

tu
rin

g 
ap

pr
ov

ed
 IV

D
. T

he
 

ap
pr

ov
al

 re
qu

ire
s 

qu
al

ifi
ca

tio
n 

of
 

fa
ci

lit
ie

s,
 p

ro
du

ct
io

n 
an

d/
or

 q
ua

lit
y 

m
an

ag
em

en
t, 

an
d 

of
 

su
ch

 p
er

so
n.

 

A
ny

 p
er

so
n 

w
ho

 
de

si
gn

s,
 

m
an

uf
ac

tu
re

s,
 

fa
br

ic
at

es
, 

as
se

m
bl

es
, o

r 
pr

oc
es

se
s 

a 
fin

is
he

d 
de

vi
ce

. M
an

uf
ac

tu
re

r 
in

cl
ud

es
 b

ut
 is

 n
ot

 
lim

ite
d 

to
 th

os
e 

w
ho

 
pe

rfo
rm

 th
e 

fu
nc

tio
ns

 
of

 c
on

tra
ct

 
st

er
ili

za
tio

n,
 

in
st

al
la

tio
n,

 
re

la
be

lli
ng

, 
re

m
an

uf
ac

tu
rin

g,
 

re
pa

ck
in

g,
 o

r 
sp

ec
ifi

ca
tio

n 
de

ve
lo

pm
en

t, 
an

d 
in

iti
al

 d
is

tri
bu

to
rs

 o
f 

fo
re

ig
n 

en
tit

ie
s 
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

b)
 

pa
ck

ag
es

 th
e 

de
vi

ce
;

c)
 

pr
oc

es
se

s 
th

e 
de

vi
ce

; 

d)
 

fu
lly

 re
fu

rb
is

he
s 

th
e 

de
vi

ce
; 

e)
 

la
be

ls
 th

e 
de

vi
ce

. 

m
ad

e 
pr

od
uc

ts
 a

nd
/o

r 
as

si
gn

s 
to

 th
em

 th
ei

r 
in

te
nd

ed
 p

ur
po

se
 a

s 
de

vi
ce

s 
w

ith
 a

 v
ie

w
 to

 
th

ei
r b

ei
ng

 p
la

ce
d 

on
 th

e 
m

ar
ke

t u
nd

er
 h

is
 o

w
n 

na
m

e.
 T

hi
s 

su
bp

ar
ag

ra
ph

 
do

es
 n

ot
 a

pp
ly

 to
 th

e 
pe

rs
on

 w
ho

, w
hi

le
 n

ot
 a

 
m

an
uf

ac
tu

re
r w

ith
in

 th
e 

m
ea

ni
ng

 o
f t

he
 fi

rs
t 

su
bp

ar
ag

ra
ph

, a
ss

em
bl

es
 

or
 a

da
pt

s 
de

vi
ce

s 
al

re
ad

y 
on

 th
e 

m
ar

ke
t t

o 
th

ei
r 

in
te

nd
ed

 p
ur

po
se

 fo
r a

n 
in

di
vi

du
al

 p
at

ie
nt

;  
[8

, A
rti

cl
e 

1,
 2

(f)
] 

pe
rfo

rm
in

g 
th

es
e 

fu
nc

tio
ns

.  
[3

3,
 S

ec
. 8

20
.3

 (o
)] 
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M
at

er
ia

l 
sa

fe
ty

 d
at

a 
sh

ee
t (

M
S

D
S

) 

N
A

 
 

A
 d

oc
um

en
t o

n 
w

hi
ch

 
w

or
ds

, f
ig

ur
es

 o
r s

ym
bo

ls
 

di
sc

lo
si

ng
 th

e 
in

fo
rm

at
io

n 
re

fe
rre

d 
to

 in
 

su
bp

ar
ag

ra
ph

s 
13

(a
)(i

) t
o 

(v
) [

re
ga

rd
in

g 
a 

ha
za

rd
ou

s 
ch

em
ic

al
] m

ay
 

be
 w

rit
te

n,
 p

rin
te

d 
or

 
ot

he
rw

is
e 

ex
pr

es
se

d;
  

[4
6,

 §
11

.(1
)] 

 
 

w
rit

te
n 

or
 p

rin
te

d 
m

at
er

ia
l c

on
ce

rn
in

g 
a 

ha
za

rd
ou

s 
ch

em
ic

al
 

w
hi

ch
 is

 p
re

pa
re

d 
in

 
ac

co
rd

an
ce

 w
ith

 2
9 

C
FR

 1
91

0.
12

00
 (g

) 
[3

4,
 S

ec
. 1

91
0.

12
00

 
(c

)]  
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M
ed

ic
al

 
de

vi
ce

 
N

A
 

Th
er

ap
eu

tic
 d

ev
ic

e 

Th
er

ap
eu

tic
 g

oo
ds

 c
on

si
st

 
of

 in
st

ru
m

en
ts

, a
pp

ar
at

us
, 

ap
pl

ia
nc

es
, m

at
er

ia
ls

 o
r 

ot
he

r a
rti

cl
es

 (w
he

th
er

 fo
r 

us
e 

al
on

e 
or

 in
 

co
m

bi
na

tio
n)

, t
og

et
he

r 
w

ith
 a

ny
 a

cc
es

so
rie

s 
or

 
so

ftw
ar

e 
re

qu
ire

d 
fo

r t
he

ir 
pr

op
er

 fu
nc

tio
ni

ng
, w

hi
ch

 
do

 n
ot

 a
ch

ie
ve

 th
ei

r 
pr

in
ci

pa
l i

nt
en

de
d 

ac
tio

n 
by

 p
ha

rm
ac

ol
og

ic
al

, 
ch

em
ic

al
, i

m
m

un
ol

og
ic

al
 

or
 m

et
ab

ol
ic

 m
ea

ns
. 

H
ow

ev
er

, t
he

y 
m

ay
 b

e 
as

si
st

ed
 in

 th
ei

r f
un

ct
io

n 
by

 p
ha

rm
ac

ol
og

ic
al

, 
ch

em
ic

al
, i

m
m

un
ol

og
ic

al
 

A
ny

 a
rti

cl
e,

 in
st

ru
m

en
t, 

ap
pa

ra
tu

s 
or

 c
on

tri
va

nc
e,

 
in

cl
ud

in
g 

an
y 

co
m

po
ne

nt
, 

pa
rt 

or
 a

cc
es

so
ry

 th
er

eo
f. 

A
 d

ev
ic

e 
w

ith
in

 th
e 

m
ea

ni
ng

 o
f t

he
 A

ct
, b

ut
 

do
es

 n
ot

 in
cl

ud
e 

an
y 

de
vi

ce
 th

at
 is

 in
te

nd
ed

 fo
r 

us
e 

in
 re

la
tio

n 
to

 a
ni

m
al

s.
 

A
ny

 in
st

ru
m

en
t, 

ap
pa

ra
tu

s,
 a

pp
lia

nc
e,

 
m

at
er

ia
l o

r o
th

er
 a

rti
cl

e,
 

w
he

th
er

 u
se

d 
al

on
e 

or
 in

 
co

m
bi

na
tio

n,
 in

cl
ud

in
g 

th
e 

so
ftw

ar
e 

ne
ce

ss
ar

y 
fo

r i
ts

 
pr

op
er

 a
pp

lic
at

io
n,

 
in

te
nd

ed
 b

y 
th

e 
m

an
uf

ac
tu

re
r t

o 
be

 u
se

d 
fo

r h
um

an
 b

ei
ng

s 
fo

r t
he

 
pu

rp
os

e 
of

 
⎯

 
di

ag
no

si
s,

 
pr

ev
en

tio
n,

 
m

on
ito

rin
g,

 tr
ea

tm
en

t 
or

 a
lle

vi
at

io
n 

of
 

di
se

as
e,

 
⎯

 
di

ag
no

si
s,

 
m

on
ito

rin
g,

 
tre

at
m

en
t, 

al
le

vi
at

io
n 

 
A

n 
in

st
ru

m
en

t, 
ap

pa
ra

tu
s,

 im
pl

em
en

t, 
m

ac
hi

ne
, c

on
tri

va
nc

e,
 

im
pl

an
t, 

in
 v

itr
o  

re
ag

en
t, 

or
 o

th
er

 
si

m
ila

r o
r r

el
at

ed
 

ar
tic

le
, i

nc
lu

di
ng

 a
ny

 
co

m
po

ne
nt

, p
ar

t, 
or

 
ac

ce
ss

or
y,

 w
hi

ch
 is

 

1)
 

in
te

nd
ed

 fo
r u

se
 

in
 th

e 
di

ag
no

si
s 

of
 d

is
ea

se
 o

r 
ot

he
r c

on
di

tio
ns

, 
or

 in
 th

e 
cu

re
, 

m
iti

ga
tio

n,
 

tre
at

m
en

t, 
or

 
pr

ev
en

tio
n 

of
 

di
se

as
e 

in
 m

an
, 

or
 

H
ar

m
on

iz
ed

 d
ef

in
iti

on
 

of
 th

e 
te

rm
 “m

ed
ic

al
 

de
vi

ce
” [

13
]  

“M
ed

ic
al

 d
ev

ic
e”

 
m

ea
ns

 a
ny

 
in

st
ru

m
en

t, 
ap

pa
ra

tu
s,

 im
pl

em
en

t, 
m

ac
hi

ne
, a

pp
lia

nc
e,

 
im

pl
an

t, 
in

 v
itr

o  
re

ag
en

t o
r c

al
ib

ra
to

r, 
so

ftw
ar

e,
 m

at
er

ia
l o

r 
ot

he
r s

im
ila

r o
r 

re
la

te
d 

ar
tic

le
, 

in
te

nd
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r t
o 

be
 

us
ed

, a
lo

ne
 o

r i
n 

co
m

bi
na

tio
n,

 fo
r 

hu
m

an
 b

ei
ng

s 
fo

r o
ne

 
or

 m
or

e 
of

 th
e 

sp
ec

ifi
c 
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

or
 m

et
ab

ol
ic

 m
ea

ns
. 

Th
is

 d
ef

in
iti

on
 a

pp
lie

s 
to

 
go

od
s 

or
 c

om
po

ne
nt

s 
of

 
go

od
s 

th
at

 a
re

 
re

pr
es

en
te

d 
in

 a
ny

 w
ay

 to
 

be
 fo

r t
he

ra
pe

ut
ic

 u
se

, o
r 

th
at

 a
re

 li
ke

ly
 to

 b
e 

ta
ke

n 
to

 b
e 

fo
r t

he
ra

pe
ut

ic
 u

se
, 

be
ca

us
e 

of
 th

e 
w

ay
 in

 
w

hi
ch

 th
ey

 a
re

 p
re

se
nt

ed
 

or
 fo

r a
ny

 o
th

er
 re

as
on

. 

Th
er

ap
eu

tic
 u

se
 m

ea
ns

 
us

e 
in

, o
r i

n 
co

nn
ec

tio
n 

w
ith

 
⎯

 
pr

ev
en

tin
g,

 
di

ag
no

si
ng

, c
ur

in
g 

or
 

al
le

vi
at

in
g 

a 
di

se
as

e,
 

ai
lm

en
t d

ef
ec

t o
r 

in
ju

ry
 in

 p
er

so
ns

 o
r 

an
im

al
s;

 o
r 

⎯
 

in
flu

en
ci

ng
, i

nh
ib

iti
ng

 
or

 m
od

ify
in

g 
a 

ph
ys

io
lo

gi
ca

l p
ro

ce
ss

 
in

 p
er

so
ns

 o
r 

an
im

al
s;

 o
r 

⎯
 

te
st

in
g 

th
e 

su
sc

ep
tib

ili
ty

 o
f 

pe
rs

on
s 

or
 a

ni
m

al
s 

to
 

a 
di

se
as

e 
or

 a
ilm

en
t; 

or
 

⎯
 

in
flu

en
ci

ng
, 

co
nt

ro
lli

ng
 o

r 
pr

ev
en

tin
g 

co
nc

ep
tio

n 
in

 
pe

rs
on

s;
 o

r 
⎯

 
te

st
in

g 
fo

r p
re

gn
an

cy
 

in
 p

er
so

ns
; o

r 

⎯
 

th
e 

re
pl

ac
em

en
t o

r 
m

od
ifi

ca
tio

n 
of

 p
ar

ts
 

of
 th

e 
an

at
om

y 
in

 
pe

rs
on

s 
or

 a
ni

m
al

s.
 

[2
]  

or
 c

om
pe

ns
at

io
n 

fo
r 

an
 in

ju
ry

 o
r h

an
di

ca
p,

⎯
 

in
ve

st
ig

at
io

n,
 

re
pl

ac
em

en
t o

r 
m

od
ifi

ca
tio

n 
of

 th
e 

an
at

om
y 

or
 o

f a
 

ph
ys

io
lo

gi
ca

l 
pr

oc
es

s,
 

⎯
 

co
nt

ro
l o

f c
on

ce
pt

io
n,

an
d 

w
hi

ch
 d

oe
s 

no
t 

ac
hi

ev
e 

its
 p

rin
ci

pa
l 

in
te

nd
ed

 a
ct

io
n 

in
 o

r o
n 

th
e 

hu
m

an
 b

od
y 

by
 

ph
ar

m
ac

ol
og

ic
al

, 
im

m
un

ol
og

ic
al

 o
r 

m
et

ab
ol

ic
 m

ea
ns

, b
ut

 
w

hi
ch

 m
ay

 b
e 

as
si

st
ed

 in
 

its
 fu

nc
tio

n 
by

 s
uc

h 
m

ea
ns

;  
[8

, A
rti

cl
e 

1,
 2

(a
)] 

2)
 

in
te

nd
ed

 to
 a

ffe
ct

 
th

e 
st

ru
ct

ur
e 

or
 

an
y 

fu
nc

tio
n 

of
 

th
e 

bo
dy

 o
f m

an
. 

[3
6,

 S
ec

. 2
01

(h
)] 

pu
rp

os
e(

s)
 o

f 
⎯

 
di

ag
no

si
s,

 
pr

ev
en

tio
n,

 
m

on
ito

rin
g,

 
tre

at
m

en
t o

r 
al

le
vi

at
io

n 
of

 
di

se
as

e,
 

⎯
 

di
ag

no
si

s,
 

m
on

ito
rin

g,
 

tre
at

m
en

t, 
al

le
vi

at
io

n 
of

 o
r 

co
m

pe
ns

at
io

n 
fo

r 
an

 in
ju

ry
, 

⎯
 

in
ve

st
ig

at
io

n,
 

re
pl

ac
em

en
t, 

m
od

ifi
ca

tio
n,

 o
r 

su
pp

or
t o

f t
he

 
an

at
om

y 
or

 o
f a

 
ph

ys
io

lo
gi

ca
l 

pr
oc

es
s,

 
⎯

 
su

pp
or

tin
g 

or
 

su
st

ai
ni

ng
 li

fe
, 

⎯
 

co
nt

ro
l o

f 
co

nc
ep

tio
n,

 
⎯

 
di

si
nf

ec
tio

n 
of

 
m

ed
ic

al
 d

ev
ic

es
, 

⎯
 

pr
ov

id
in

g 
in

fo
rm

at
io

n 
fo

r 
m

ed
ic

al
 

pu
rp

os
es

 b
y 

m
ea

ns
 o

f i
n 

vi
tro

 
ex

am
in

at
io

n 
of

 
sp

ec
im

en
s 

de
riv

ed
 fr

om
 th

e 
hu

m
an

 b
od

y,
 

an
d 

w
hi

ch
 d

oe
s 

no
t 

ac
hi

ev
e 

its
 p

rim
ar

y 
in

te
nd

ed
 a

ct
io

n 
in

 o
r 

on
 th

e 
hu

m
an

 b
od

y 
by

 
ph

ar
m

ac
ol

og
ic

al
, 

im
m

un
ol

og
ic

al
 o

r 
m

et
ab

ol
ic

 m
ea

ns
, b

ut
 

w
hi

ch
 m

ay
 b

e 
as

si
st

ed
 in

 it
s 

in
te

nd
ed

 fu
nc

tio
n 

by
 

su
ch

 m
ea

ns
. [

13
, §

5.
0]
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51
 

M
ed

ic
al

 
de

vi
ce

 fa
m

ily
 

N
A

 
 

A
 g

ro
up

 o
f m

ed
ic

al
 

de
vi

ce
s 

th
at

 a
re

 m
ad

e 
by

 
th

e 
sa

m
e 

m
an

uf
ac

tu
re

r, 
th

at
 d

iff
er

 o
nl

y 
in

 s
ha

pe
, 

co
lo

ur
, f

la
vo

ur
 o

r s
iz

e,
 

th
at

 h
av

e 
th

e 
sa

m
e 

de
si

gn
 a

nd
 m

an
uf

ac
tu

rin
g 

pr
oc

es
s 

an
d 

th
at

 h
av

e 
th

e 
sa

m
e 

in
te

nd
ed

 u
se

. 
[5

, P
ar

t 1
, S

ec
. 1

.] 

 
 

 
 

52
 

M
ed

ic
al

 
de

vi
ce

 g
ro

up
 

N
A

 
 

A
 m

ed
ic

al
 d

ev
ic

e 
co

m
pr

is
in

g 
a 

co
lle

ct
io

n 
of

 
m

ed
ic

al
 d

ev
ic

es
, s

uc
h 

as
 

a 
pr

oc
ed

ur
e 

pa
ck

 o
r t

ra
y,

 
th

at
 is

 s
ol

d 
un

de
r a

 s
in

gl
e 

na
m

e.
  

[5
, P

ar
t 1

, S
ec

. 1
.] 

 
 

 
 

53
 

M
ed

ic
al

 
de

vi
ce

 g
ro

up
 

fa
m

ily
 

N
A

 
 

A
 c

ol
le

ct
io

n 
of

 m
ed

ic
al

 
de

vi
ce

 g
ro

up
s 

th
at

 a
re

 
m

ad
e 

by
 th

e 
sa

m
e 

m
an

uf
ac

tu
re

r, 
th

at
 h

av
e 

th
e 

sa
m

e 
ge

ne
ric

 n
am

e 
sp

ec
ify

in
g 

th
ei

r i
nt

en
de

d 
us

e,
 a

nd
 th

at
 d

iff
er

 o
nl

y 
in

 
th

e 
nu

m
be

r a
nd

 
co

m
bi

na
tio

n 
of

 p
ro

du
ct

s 
th

at
 c

om
pr

is
e 

ea
ch

 g
ro

up
. 

[5
, P

ar
t 1

, S
ec

. 1
.] 

 
 

 
 

54
 

N
am

e 
(d

ev
ic

e/
 

pr
od

uc
t) 

N
A

 
 

In
 re

sp
ec

t o
f a

 m
ed

ic
al

 
de

vi
ce

, i
nc

lu
de

s 
an

y 
in

fo
rm

at
io

n 
ne

ce
ss

ar
y 

fo
r 

th
e 

us
er

 to
 id

en
tif

y 
th

e 
de

vi
ce

 a
nd

 to
 d

is
tin

gu
is

h 
it 

fro
m

 s
im

ila
r d

ev
ic

es
.  

 
D

ev
ic

e 
or

 p
ro

du
ct

 
na

m
e 

w
hi

ch
 is

 s
ta

te
d 

on
 th

e 
ap

pr
ov

al
 fo

rm
. 

P
ro

pe
r n

am
e,

 a
s 

ap
pl

ie
d 

to
 a

 p
ro

du
ct

: 
th

e 
na

m
e 

de
si

gn
at

ed
 

in
 th

e 
lic

en
se

 fo
r u

se
 

up
on

 e
ac

h 
pa

ck
ag

e 
of

 
th

e 
pr

od
uc

t. 
[2

7,
 S

ec
. 6

00
.3

 (k
)] 

 

55
 

N
ea

r p
at

ie
nt

 
in

 v
itr

o 
di

ag
no

st
ic

 
de

vi
ce

 

N
A

 
 

A
n 

IV
D

D
 th

at
 is

 in
te

nd
ed

 
fo

r u
se

 o
ut

si
de

 a
 

la
bo

ra
to

ry
, f

or
 te

st
in

g 
at

 
ho

m
e 

or
 a

t t
he

 p
oi

nt
 o

f 
ca

re
, s

uc
h 

as
 a

 
ph

ar
m

ac
y,

 a
 h

ea
lth

 c
ar

e 
pr

of
es

si
on

al
’s

 o
ffi

ce
 o

r a
t 

th
e 

be
ds

id
e 
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TF

 

56
 

O
ut

er
 

co
nt

ai
ne

r 
(s

al
es

 
pa

ck
ag

in
g)

 

M
at

er
ia

l u
se

d 
in

 th
e 

pa
ck

ag
in

g 
of

 th
e 

im
m

ed
ia

te
 c

on
ta

in
er

(s
) 

of
 (a

n)
 IV

D
 re

ag
en

t(s
) 

co
ns

is
tin

g 
of

 a
 s

in
gl

e 
en

tit
y 

or
 a

n 
as

se
m

bl
y 

of
 d

iff
er

en
t o

r i
de

nt
ic

al
 

co
m

po
ne

nt
s 

[1
0,

 §
3.

13
] 

C
an

 g
en

er
al

ly
 b

e 
de

fin
ed

 
as

 th
e 

bo
x,

 c
ar

to
n,

 e
tc

., 
in

 
w

hi
ch

 th
e 

IV
D

 is
 

pr
es

en
te

d.
 IV

D
s 

ar
e 

us
ua

lly
 re

m
ov

ed
 fr

om
 

th
ei

r o
ut

er
 p

ac
ka

gi
ng

 p
rio

r 
to

 u
se

.  

 
 

 
 

 

57
 

P
er

fo
rm

an
ce

 
ev

al
ua

tio
n 

(o
f 

an
 in

 v
itr

o 
di

ag
no

st
ic

 
de

vi
ce

) 

A
n 

in
ve

st
ig

at
io

n 
of

 th
e 

pe
rfo

rm
an

ce
 o

f a
n 

in
 v

itr
o 

di
ag

no
st

ic
 

m
ed

ic
al

 d
ev

ic
e 

ba
se

d 
up

on
 d

at
a 

al
re

ad
y 

av
ai

la
bl

e,
 s

ci
en

tif
ic

 
lit

er
at

ur
e 

an
d/

or
 

pe
rfo

rm
an

ce
 

ev
al

ua
tio

n 
st

ud
ie

s.
 [4

8]
 

 
 

 
 

In
ve

st
ig

at
io

n 
is

 a
 

cl
in

ic
al

 in
ve

st
ig

at
io

n 
or

 re
se

ar
ch

 in
vo

lv
in

g 
on

e 
or

 m
or

e 
su

bj
ec

ts
 

to
 d

et
er

m
in

e 
th

e 
sa

fe
ty

 a
nd

/o
r 

ef
fe

ct
iv

en
es

s 
of

 a
 

de
vi

ce
.  

[3
2,

 S
ec

. 8
12

.3
 (h

)] 

A
 p

re
m

ar
ke

t s
tu

dy
 o

f 
a 

m
ed

ic
al

 d
ev

ic
e 

in
te

nd
ed

 fo
r t

he
 in

 
vi

tro
 e

xa
m

in
at

io
n 

of
 

sp
ec

im
en

s 
de

riv
ed

 
fro

m
 th

e 
hu

m
an

 b
od

y,
 

un
de

rta
ke

n 
in

 
sp

ec
ia

lis
t l

ab
or

at
or

ie
s 

fo
r m

ed
ic

al
 a

na
ly

si
s 

or
 in

 o
th

er
 a

pp
ro

pr
ia

te
 

en
vi

ro
nm

en
ts

, o
ut

si
de

 
th

e 
m

an
uf

ac
tu

re
r’s

 
ow

n 
pr

em
is

es
, i

n 
or

de
r t

o 
de

m
on

st
ra

te
 

th
e 

de
vi

ce
 c

on
fo

rm
s 

to
 a

ll 
re

le
va

nt
 

E
ss

en
tia

l P
rin

ci
pl

es
 

fo
r S

af
et

y 
an

d 
P

er
fo

rm
an

ce
 [1

6]
  

58
 

P
re

ca
ut

io
ns

 
N

A
 

 
[S

ta
te

m
en

ts
 th

at
] a

le
rt 

th
e 

us
er

 to
 th

e 
sp

ec
ia

l c
ar

e 
or

 
pr

oc
ed

ur
es

 n
ec

es
sa

ry
 fo

r 
th

e 
sa

fe
 a

nd
 e

ffe
ct

iv
e 

us
e 

of
 th

e 
IV

D
D

. 

 
 

S
ta

te
m

en
t o

f a
 h

az
ar

d 
al

er
t t

ha
t w

ar
ns

 th
e 

re
ad

er
 o

f a
 p

ot
en

tia
lly

 
ha

za
rd

ou
s 

si
tu

at
io

n 
w

hi
ch

, i
f n

ot
 a

vo
id

ed
, 

m
ay

 re
su

lt 
in

 m
in

or
 o

r 
m

od
er

at
e 

in
ju

ry
 to

 th
e 

us
er

 o
r p

at
ie

nt
 o

r 
da

m
ag

e 
to

 th
e 

eq
ui

pm
en

t o
r o

th
er

 
pr

op
er

ty
. [

A
N

S
I 

Z5
35

.4
-1

99
8]

 It
 m

ay
 

al
so

 b
e 

us
ed

 to
 a

le
rt 

ag
ai

ns
t u

ns
af

e 
pr

ac
tic

es
. T

hi
s 

in
cl

ud
es

 th
e 

sp
ec

ia
l 

ca
re

 n
ec

es
sa

ry
 fo

r t
he

 
sa

fe
 a

nd
 e

ffe
ct

iv
e 

us
e 

of
 th

e 
de

vi
ce

 a
nd

 th
e 

 

ISO/TR 18112:2006(E) 

28  © ISO 2006 – All rights reservedCopyright International Organization for Standardization 
Reproduced by IHS under license with ISO 

Not for ResaleNo reproduction or networking permitted without license from IHS

-
-
`
,
,
`
`
`
,
,
,
,
`
`
`
`
-
`
-
`
,
,
`
,
,
`
,
`
,
,
`
-
-
-



# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St
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G

H
TF

 

ca
re

 n
ec

es
sa

ry
 to

 
av

oi
d 

da
m

ag
e 

to
 a

 
de

vi
ce

 th
at

 m
ay

 o
cc

ur
 

as
 a

 re
su

lt 
of

 u
se

 o
r 

m
is

us
e.

 

N
O

TE
 

Th
e 

di
st

in
ct

io
n 

be
tw

ee
n 

w
ar

ni
ng

s 
an

d 
pr

ec
au

tio
ns

 is
 a

 
m

at
te

r o
f d

eg
re

e 
of

 
lik

el
ih

oo
d 

an
d 

se
rio

us
ne

ss
 o

f t
he

 
ha

za
rd

. 
[4

9]
 

59
 

P
re

di
ca

te
 

de
vi

ce
 

N
A

 
A

 d
ev

ic
e 

th
at

 h
as

 b
ee

n 
pr

ev
io

us
ly

 e
va

lu
at

ed
 a

nd
 

is
 c

ur
re

nt
ly

 li
st

ed
 o

r 
re

gi
st

er
ed

 o
n 

th
e 

A
R

TG
.  

[2
]  

 
 

 
A

 le
ga

lly
 m

ar
ke

te
d 

de
vi

ce
(s

) t
o 

w
hi

ch
 

eq
ui

va
le

nc
e 

is
 d

ra
w

n,
 

[w
hi

ch
 m

us
t b

e]
 a

 
de

vi
ce

 th
at

 w
as

 
le

ga
lly

 m
ar

ke
te

d 
pr

io
r 

to
 M

ay
 2

8,
 1

97
6 

(p
re

am
en

dm
en

ts
 

de
vi

ce
), 

or
 a

 d
ev

ic
e 

w
hi

ch
 h

as
 b

ee
n 

re
cl

as
si

fie
d 

fro
m

 
C

la
ss

 II
I t

o 
C

la
ss

 II
 o

r I
. 

[5
0,

 S
ec

. 8
07

.9
2]

 

 

60
 

P
ro

du
ct

  
N

A
 

 
 

 
 

C
om

po
ne

nt
s,

 
m

an
uf

ac
tu

rin
g 

m
at

er
ia

ls
, i

n-
pr

oc
es

s 
de

vi
ce

s,
 fi

ni
sh

ed
 

de
vi

ce
s,

 a
nd

 re
tu

rn
ed

 
de

vi
ce

s.
 

[3
3,

 S
ec

. 8
20

.3
 (r

)] 

 

61
 

P
ro

fe
ss

io
na

l 
us

e 
U

se
 b

y 
pe

rs
on

ne
l w

ho
 

ha
ve

 re
ce

iv
ed

 s
pe

ci
al

 
ed

uc
at

io
n 

an
d 

tra
in

in
g 

w
ith

 re
ga

rd
 to

 
pr

oc
ed

ur
es

 u
til

iz
in

g 
in

 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
 

[1
0,

 §
3.

14
] 
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R
ea

ge
nt

 
 

A
 s

ol
ut
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n 

of
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ig
hl

y 
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re
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fo
rm

at
io

n 
ne

ed
ed

 to
 u

se
 

th
e 

de
vi

ce
 s

af
el

y 
an

d 
pr

op
er

ly
 m

us
t b

e 
se

t o
ut

 
on

 th
e 

de
vi

ce
 it

se
lf 

an
d/

or
, 

w
he

re
 a

pp
ro

pr
ia

te
, o

n 
th

e 
sa

le
s 

pa
ck

ag
in

g.
 

If 
in

di
vi

du
al

 fu
ll 

la
be

llin
g 

of
 

ea
ch

 u
ni

t i
s 

no
t 

pr
ac

tic
ab

le
, t

he
 

in
fo

rm
at

io
n 

m
us

t b
e 

se
t 

ou
t o

n 
th

e 
pa

ck
ag

in
g 

an
d/

or
 in

 th
e 

in
st

ru
ct

io
ns

 
fo

r u
se

 s
up

pl
ie

d 
w

ith
 o

ne
 

or
 m

or
e 

de
vi

ce
s.

 
[8

, A
nn

ex
 1

.B
.8

.1
.] 

Ite
m

 to
 b

e 
la

be
lle

d 
on

 
th

e 
ou

te
r c

on
ta

in
er

 o
r 

th
e 

ou
te

r w
ra

pp
er

. 

If 
th

e 
ou

te
r c

on
ta

in
er

 
is

 n
ot

 tr
an

sp
ar

en
t a

nd
 

th
e 

ite
m

s 
on

 th
e 

la
be

l 
of

 th
e 

im
m

ed
ia

te
 

co
nt

ai
ne

r a
re

 n
ot

 
cl

ea
rly

 v
is

ib
le

, t
ho

se
 

la
be

lle
d 

ite
m

s 
m

us
t 

al
so

 b
e 

pl
ac

ed
 o

n 
th

e 
ou

te
r c

on
ta

in
er

 o
r t

he
 

ou
te

r w
ra

pp
er

. [
25

] 

S
ec

. 2
01

(k
) o

f t
he

 a
ct

 
pr

ov
id

es
 th

at
 “a

 
re

qu
ire

m
en

t m
ad

e 
by

 
or

 u
nd

er
 a

ut
ho

rit
y 

of
 

th
is

 a
ct

 th
at

 a
ny

 w
or

d,
 

st
at

em
en

t, 
or

 o
th

er
 

in
fo

rm
at

io
n 

ap
pe

ar
 o

n 
th

e 
la

be
l s

ha
ll 

no
t b

e 
co

ns
id

er
ed

 to
 b

e 
co

m
pl

ie
d 

w
ith

 u
nl

es
s 

su
ch

 w
or

d,
 s

ta
te

m
en

t, 
or

 o
th

er
 in

fo
rm

at
io

n 
al

so
 a

pp
ea

rs
 o

n 
th

e 
ou

ts
id

e 
co

nt
ai

ne
r o

r 
w

ra
pp

er
, i

f a
ny

 th
er

e 
be

, o
f t

he
 re

ta
il 

pa
ck

ag
e 

of
 s

uc
h 

ar
tic

le
, o

r i
s 

ea
si

ly
 

le
gi

bl
e 

th
ro

ug
h 

th
e 

ou
ts

id
e 

co
nt

ai
ne

r o
r 

w
ra

pp
er

.” 
[3

1,
 S

ec
. 8

09
.1

0(
a)

] 

A
s 

fa
r a

s 
it 

is
 p

ra
ct

ic
al

 
an

d 
ap

pr
op

ria
te

, t
he

 
in

fo
rm

at
io

n 
ne

ed
ed

 to
 

id
en

tif
y 

an
d 

us
e 

th
e 

de
vi

ce
 s

af
el

y 
sh

ou
ld

 
be

 p
ro

vi
de

d 
on

 th
e 

de
vi

ce
 it

se
lf,

 a
nd

 /o
r 

on
 th

e 
pa

ck
ag

in
g 

fo
r 

ea
ch

 u
ni

t, 
an

d/
or

 o
n 

th
e 

pa
ck

ag
in

g 
of

 
m

ul
tip

le
 d

ev
ic

es
. 

If 
in

di
vi

du
al

 p
ac

ka
gi

ng
 

of
 e

ac
h 

un
it 

is
 n

ot
 

pr
ac

tic
ab

le
, t

he
 

in
fo

rm
at

io
n 

sh
ou

ld
 b

e 
se

t o
ut

 in
 th

e 
le

af
le

t, 
pa

ck
ag

in
g 

in
se

rt 
or

 
ot

he
r m

ea
ns

 s
up

pl
ie

d 
w

ith
 o

ne
 o

r m
ul

tip
le

 
de

vi
ce

s.
 [1

6,
 §

5.
1,

] 
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at
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G

H
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77
 

M
ul

tip
le

 
de

vi
ce

s 
 

 
 

 
 

 
W

he
re

 th
e 

m
an

uf
ac

tu
re

r s
up

pl
ie

s 
m

ul
tip

le
 d

ev
ic

es
 to

 a
 

si
ng

le
 u

se
r a

nd
/o

r 
lo

ca
tio

n,
 it

 m
ay

 b
e 

su
ffi

ci
en

t a
nd

 
ap

pr
op

ria
te

 to
 p

ro
vi

de
 

w
ith

 th
em

 o
nl

y 
a 

si
ng

le
 c

op
y 

of
 th

e 
in

st
ru

ct
io

ns
 fo

r u
se

. I
n 

th
es

e 
ci

rc
um

st
an

ce
s 

th
e 

de
vi

ce
 u

se
r 

sh
ou

ld
 h

av
e 

ac
ce

ss
 to

 
fu

rth
er

 c
op

ie
s 

up
on

 
re

qu
es

t. 
[1

6,
 §

5.
1]

 

78
 

In
st

ru
ct

io
ns

 
fo

r u
se

 
In

st
ru

ct
io

ns
 fo

r u
se

 a
re

 
es

se
nt

ia
l t

o 
en

ab
le

 th
e 

sa
fe

 a
nd

 p
ro

pe
r 

op
er

at
io

n 
of

 IV
D

 
in

st
ru

m
en

ts
. 

[1
1,

 §
2]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

ac
co

m
pa

ny
 o

r b
e 

in
cl

ud
ed

 
in

 th
e 

pa
ck

ag
in

g 
of

 a
ll 

IV
D

s,
 u

nl
es

s 
it 

ca
n 

be
 

ju
st

ifi
ed

 th
at

 n
o 

su
ch

 
in

st
ru

ct
io

ns
 fo

r u
se

 a
re

 
ne

ed
ed

 b
ec

au
se

 th
e 

IV
D

 
ca

n 
be

 u
se

d 
pr

op
er

ly
 a

nd
 

sa
fe

ly
 w

ith
ou

t t
he

m
. 

[1
, A

pp
en

di
x 

B.
8.

7]
 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
di

re
ct

io
ns

 fo
r u

se
, 

un
le

ss
 d

ire
ct

io
ns

 a
re

 n
ot

 
re

qu
ire

d 
fo

r t
he

 d
ev

ic
e 

to
 

be
 u

se
d 

sa
fe

ly
 a

nd
 

ef
fe

ct
iv

el
y;

  
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
i)]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

ac
co

m
pa

ny
 o

r b
e 

in
cl

ud
ed

 
in

 th
e 

pa
ck

ag
in

g 
of

 o
ne

 o
r 

m
or

e 
de

vi
ce

s.
 

In
 d

ul
y 

ju
st

ifi
ed

 a
nd

 
ex

ce
pt

io
na

l c
as

es
 n

o 
su

ch
 in

st
ru

ct
io

ns
 fo

r u
se

 
ar

e 
ne

ed
ed

 fo
r a

 d
ev

ic
e 

if 
it 

ca
n 

be
 u

se
d 

pr
op

er
ly

 
an

d 
sa

fe
ly

 w
ith

ou
t t

he
m

. 
[8

, A
nn

ex
 1

.B
.8

.1
.] 

 
 

In
st

ru
ct

io
ns

 m
ay

 n
ot

 
be

 n
ee

de
d 

or
 m

ay
 b

e 
ab

br
ev

ia
te

d 
fo

r 
de

vi
ce

s 
of

 lo
w

 o
r 

m
od

er
at

e 
ris

k 
if 

th
ey

 
ca

n 
be

 u
se

d 
sa

fe
ly

 
an

d 
as

 in
te

nd
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r 
w

ith
ou

t a
ny

 s
uc

h 
in

st
ru

ct
io

ns
. [

16
, §

5.
1]

 

79
 

M
ed

ia
 a

nd
 

m
ea

ns
 o

f 
de

liv
er

y 

 
 

It 
is

 re
co

gn
iz

ed
 th

at
 th

e 
ex

te
nt

 o
f t

he
 in

fo
rm

at
io

n 
re

qu
ire

d 
in

 th
e 

pa
ck

ag
e 

in
se

rt 
m

ay
 d

ep
en

d 
up

on
 

th
e 

co
m

pl
ex

ity
 a

nd
 s

af
et

y 
co

ns
id

er
at

io
ns

 o
f t

he
 te

st
. 

[4
, §

3.
2.

3]
 

 
 

 
La

be
llin

g 
m

ay
 b

e 
pr

ov
id

ed
 to

 th
e 

us
er

 in
 

va
rio

us
 m

ed
ia

 a
nd

 b
y 

se
ve

ra
l m

ea
ns

 s
uc

h 
as

 p
rin

te
d 

do
cu

m
en

ts
, 

th
ro

ug
h 

a 
di

sp
la

y 
sc

re
en

 in
co

rp
or

at
ed

 
in

to
 th

e 
de

vi
ce

, 
do

w
nl

oa
de

d 
fro

m
 th

e 
m

an
uf

ac
tu

re
r’s

 W
eb

 
S

ite
 u

si
ng

 th
e 

In
te

rn
et

, m
ag

ne
tic

 o
r 

op
tic

al
 m

ed
ia

. 
W

ha
te

ve
r t

he
 m

ed
ia

 
or

 th
e 

m
ea

ns
, 

in
fo

rm
at

io
n 

sh
ou

ld
 b

e 
ta

rg
et

ed
 to

 th
e 

an
tic

ip
at

ed
 u

se
r 

po
pu

la
tio

n.
  

 [1
6,

 §
5.

1]
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80
 

E
ss

en
tia

l 
in

fo
rm

at
io

n 
 

 
Al

l I
VD

s 
m

us
t b

e 
ac

co
m

pa
ni

ed
 b

y 
 

in
fo

rm
at

io
n 

id
en

tif
yi

ng
 th

e 
IV

D
; 

th
e 

m
an

uf
ac

tu
re

r’s
 n

am
e 

or
 

tra
de

 n
am

e 
an

d 
ad

dr
es

s;
 

in
fo

rm
at

io
n 

ne
ed

ed
 to

 u
se

 
th

e 
IV

D
 s

af
el

y,
 ta

ki
ng

 
ac

co
un

t o
f t

he
 tr

ai
ni

ng
 a

nd
 

kn
ow

le
dg

e 
of

 p
ot

en
tia

l 
us

er
s,

 a
nd

 w
he

re
 

ap
pl

ic
ab

le
, 

in
fo

rm
at

io
n 

al
lo

w
in

g 
th

e 
sp

on
so

r o
f t

he
 d

ev
ic

e 
to

 b
e 

id
en

tif
ie

d.
  

[1
, A

pp
en

di
x 

B.
8]

 

 
 

 
 

 

81
 

U
se

r 
co

m
pr

eh
en

sio
n 

Th
e 

w
or

di
ng

 s
ha

ll 
be

 
re

ad
ily

 
un

de
rs

ta
nd

ab
le

. 
[1

1,
 §

4]
 

 
Th

e 
re

qu
ire

d 
La

be
llin

g 
in

fo
rm

at
io

n 
m

us
t b

e 
co

ns
pi

cu
ou

s 
an

d 
cl

ea
r 

en
ou

gh
 to

 re
ad

 a
s 

w
el

l a
s 

in
te

nd
ed

 to
 la

st
 fo

r t
he

 lif
e 

of
 th

e 
de

vic
e.

 T
es

t 
m

ar
ke

tin
g 

of
 th

e 
de

vic
e 

la
be

llin
g 

m
ay

 b
e 

re
qu

ire
d 

in
 

so
m

e 
ca

se
s.

 [4
, §

4]
 

 
 

An
y 

w
or

d,
 s

ta
te

m
en

t, 
or

 o
th

er
 in

fo
rm

at
io

n 
re

qu
ire

d 
to

 a
pp

ea
r o

n 
th

e 
la

be
l o

r l
ab

el
lin

g 
m

us
t b

e 
pl

ac
ed

 
pr

om
in

en
tly

 w
ith

 s
uc

h 
co

ns
pi

cu
ou

sn
es

s 
an

d 
in

 s
uc

h 
te

rm
s 

as
 to

 
re

nd
er

 it
 “l

ik
el

y 
to

 b
e 

re
ad

 a
nd

 u
nd

er
st

oo
d 

by
 th

e 
or

di
na

ry
 

in
di

vid
ua

l u
nd

er
 

cu
st

om
ar

y 
co

nd
itio

ns
 

of
 p

ur
ch

as
e 

an
d 

us
e”

. 

In
fo

rm
at

io
n 

re
qu

ire
d 

by
 

th
e 

FD
C

A 
to

 a
pp

ea
r o

n 
th

e 
la

be
l o

r l
ab

el
lin

g 
w

ill 
be

 d
ee

m
ed

 to
 la

ck
 th

e 
re

qu
is

ite
 p

ro
m

in
en

ce
 if

 
[s

ee
 N

O
TE

 3
 fo

r 
de

ta
ils

]: 
[3

7]
 

La
ck

 o
f p

ro
m

in
en

ce
 o

f 
re

qu
ire

d 
la

be
l 

st
at

em
en

ts
 fo

r m
ed

ic
al

 
de

vi
ce

s 
m

ay
 b

e 
du

e 
to

 
us

e 
of

 la
be

l s
pa

ce
 fo

r 
no

n-
re

qu
ire

d 
in

fo
rm

at
io

n,
 in

cl
ud

in
g 

an
y 

re
pr

es
en

ta
tio

n 
in

 a
 

fo
re

ig
n 

la
ng

ua
ge

. 
[2

9,
 S

ec
t. 

80
1.

15
 

In
st

ru
ct

io
ns

 fo
r u

se
 

sh
ou

ld
 b

e 
w

rit
te

n 
in

 
te

rm
s 

re
ad

ily
 

un
de

rs
to

od
 b

y 
th

e 
in

te
nd

ed
 u

se
r. 

[1
6,

 §
5.

1]
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C
ou

nt
ry

-
sp

ec
ifi

c 
re

qu
ire

m
en

ts
 

 
 

 
 

 
 

C
ou

nt
ry

-s
pe

ci
fic

 
re

qu
ire

m
en

ts
 fo

r 
la

be
lli

ng
 te

xt
, c

on
te

nt
, 

or
 th

e 
fo

rm
at

 o
f l

ab
el

s 
or

 la
be

lli
ng

 s
ho

ul
d 

be
 

ke
pt

 to
 th

e 
m

in
im

um
 

an
d,

 w
he

re
 th

ey
 

cu
rre

nt
ly

 e
xi

st
, 

el
im

in
at

ed
 a

s 
th

e 
op

po
rtu

ni
ty

 a
ris

es
.  

[1
6,

 §
5.

1]
 

83
 

La
ng

ua
ge

 
re

qu
ire

m
en

ts
 

La
be

l: 

R
eq

ui
re

m
en

ts
 

co
nc

er
ni

ng
 th

e 
la

ng
ua

ge
(s

) o
f t

he
 

co
un

try
 in

 w
hi

ch
 th

e 
IV

D
 re

ag
en

t i
s 

di
st

rib
ut

ed
 s

ha
ll 

be
 

m
et

.  
[1

0,
 §

4.
1.

1]
 

In
st

ru
ct

io
ns

 fo
r u

se
: 

La
ng

ua
ge

s 
sh

al
l b

e 
us

ed
 in

 a
cc

or
da

nc
e 

w
ith

 th
e 

re
qu

ire
m

en
ts

 
of

 th
e 

co
un

tri
es

 in
 

w
hi

ch
 th

e 
IV

D
 re

ag
en

t 
is

 d
is

tri
bu

te
d.

 
[1

0,
 §

5.
1]

 

La
ng

ua
ge

s 
sh

al
l b

e 
us

ed
 in

 a
cc

or
da

nc
e 

w
ith

 th
e 

re
qu

ire
m

en
ts

 
of

 th
e 

co
un

try
(ie

s)
 in

 
w

hi
ch

 th
e 

IV
D

 
in

st
ru

m
en

t i
s 

di
st

rib
ut

ed
. 

[1
1,

 §
5.

1]
 

Th
e 

in
fo

rm
at

io
n 

m
us

t b
e 

pr
ov

id
ed

 in
 E

ng
lis

h,
 a

nd
 

m
ay

 a
ls

o 
be

 p
ro

vi
de

d 
in

 
an

y 
ot

he
r l

an
gu

ag
e.

 
[1

, A
pp

en
di

x 
B.

8.
2 

a)
 b

)] 

D
ev

ic
es

 s
ol

d 
in

 C
an

ad
a 

m
us

t b
e 

la
be

lle
d 

in
 b

ot
h 

of
fic

ia
l l

an
gu

ag
es

 w
he

re
 it

 
is

 re
as

on
ab

le
 a

nd
 p

ru
de

nt
 

to
 d

o 
so

. 

A
s 

a 
m

in
im

um
, t

he
 d

ev
ic

e 
m

us
t b

e 
la

be
lle

d 
in

 e
ith

er
 

E
ng

lis
h 

or
 F

re
nc

h;
 o

th
er

 
la

ng
ua

ge
s 

ar
e 

pe
rm

itt
ed

. 

If 
it 

is
 n

ot
 e

co
no

m
ic

al
ly

 
re

as
on

ab
le

 n
or

 n
ec

es
sa

ry
 

to
 s

up
pl

y 
th

e 
D

IR
E

C
TI

O
N

S
 F

O
R

 U
SE

 
in

 b
ot

h 
of

fic
ia

l l
an

gu
ag

es
 

at
 th

e 
tim

e 
an

d 
po

in
t o

f 
sa

le
 fo

r e
ve

ry
 d

ev
ic

e,
 th

e 
D

IR
E

C
TI

O
N

S
 F

O
R

 U
SE

 
m

us
t b

e 
re

ad
ily

 a
va

ila
bl

e 
in

 th
e 

ot
he

r o
ffi

ci
al

 
la

ng
ua

ge
 a

t t
he

 re
qu

es
t o

f 
th

e 
pu

rc
ha

se
r. 

 
[4

, §
6]

 

M
em

be
r S

ta
te

s 
m

ay
 

re
qu

ire
 th

e 
in

fo
rm

at
io

n 
to

 
be

 s
up

pl
ie

d 
pu

rs
ua

nt
 to

 
A

nn
ex

 I,
 p

ar
t B

, S
ec

. 8
 to

 
be

 in
 th

ei
r o

ffi
ci

al
 

la
ng

ua
ge

(s
) w

he
n 

a 
de

vi
ce

 re
ac

he
s 

th
e 

fin
al

 
us

er
. 

In
 th

e 
ap

pl
ic

at
io

n 
of

 th
is

 
pr

ov
is

io
n,

 M
em

be
r S

ta
te

s 
sh

al
l t

ak
e 

in
to

 a
cc

ou
nt

 th
e 

pr
in

ci
pl

e 
of

 p
ro

po
rti

on
al

ity
 

an
d,

 in
 p

ar
tic

ul
ar

: 

a)
 

w
he

th
er

 th
e 

in
fo

rm
at

io
n 

ca
n 

be
 

su
pp

lie
d 

by
 

ha
rm

on
iz

ed
 s

ym
bo

ls
 

or
 re

co
gn

iz
ed

 c
od

es
 

or
 o

th
er

 m
ea

su
re

s;
 

b)
 

th
e 

ty
pe

 o
f u

se
r 

an
tic

ip
at

ed
 fo

r t
he

 
de

vi
ce

.  
[8

, A
rti

cl
e 

4.
4]

 

S
ha

ll 
be

 in
 J

ap
an

es
e.

 
[2

5]
 

A
ll 

re
qu

ire
d 

w
or

ds
, 

st
at

em
en

ts
, a

nd
 o

th
er

 
in

fo
rm

at
io

n 
sh

al
l 

ap
pe

ar
 in

 E
ng

lis
h,

 o
r 

S
pa

ni
sh

 in
 P

ue
rto

 
R

ic
o,

 o
r t

he
 

pr
ed

om
in

an
t 

la
ng

ua
ge

 o
f t

he
 

Te
rri

to
ry

. 
[2

9,
 S

ec
t. 

80
1.

15
 

(c
)(1

)] 

If 
th

e 
la

be
llin

g 
co

nt
ai

ns
 a

ny
 

re
pr

es
en

ta
tio

n 
in

 a
 

fo
re

ig
n 

la
ng

ua
ge

, a
ll 

re
qu

ire
d 

w
or

ds
, 

st
at

em
en

ts
, a

nd
 o

th
er

 
in

fo
rm

at
io

n 
on

 th
e 

la
be

l o
r l

ab
el

lin
g 

sh
al

l 
ap

pe
ar

 o
n 

th
e 

la
be

lli
ng

 in
 th

e 
fo

re
ig

n 
la

ng
ua

ge
. 

[2
9,

 S
ec

t. 
80

1.
15

 (3
)]  

Ta
ki

ng
 in

to
 

co
ns

id
er

at
io

n 
th

e 
ty

pe
 

of
 u

se
r a

nt
ic

ip
at

ed
 fo

r 
th

e 
de

vi
ce

, n
at

io
na

l 
la

ng
ua

ge
 

re
qu

ire
m

en
ts

 s
ho

ul
d 

be
 k

ep
t t

o 
a 

m
in

im
um

. 
[1

6,
 §

5.
1]
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C

an
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a 
Eu

ro
pe

an
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ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

84
 

G
ra

ph
ic

al
 

sy
m

bo
ls

 
Th

e 
la

be
l f

or
 a

n 
im

m
ed

ia
te

 c
on

ta
in

er
 

sh
al

l g
iv

e 
th

e 
in

fo
rm

at
io

n 
sp

ec
ifi

ed
 in

 
E

N
37

5,
 §

4.
2.

2 
to

 
4.

2.
10

 in
 le

gi
bl

e 
ch

ar
ac

te
rs

 a
nd

/o
r 

sy
m

bo
ls

. [
10

, §
4.

2.
1]

 

In
fo

rm
at

io
n 

w
hi

ch
 is

 a
 

…
 s

ym
bo

l d
oe

s 
no

t 
re

qu
ire

 to
 b

e 
ex

pr
es

se
d 

in
 m

ul
tip

le
 

la
ng

ua
ge

s.
 [1

0,
 §

4.
1.

1]
 

If 
sy

m
bo

ls
 a

nd
 

id
en

tif
ic

at
io

n 
co

lo
ur

s 
us

ed
 o

n 
la

be
ls

 d
o 

no
t 

co
nf

or
m

 to
 E

ur
op

ea
n 

or
 In

te
rn

at
io

na
l 

S
ta

nd
ar

ds
, s

uc
h 

sy
m

bo
ls

 a
nd

 
id

en
tif

ic
at

io
n 

co
lo

ur
s 

sh
al

l b
e 

ex
pl

ai
ne

d 
in

 
th

e 
in

st
ru

ct
io

ns
 fo

r 
us

e.
  

[1
0,

 §
5.

1]
 

A
ny

 g
ra

ph
ic

al
 s

ym
bo

ls
 

us
ed

 o
n 

th
e 

IV
D

 
in

st
ru

m
en

t s
ha

ll 
be

 
ex

pl
ai

ne
d 

in
 th

e 
in

st
ru

ct
io

ns
 fo

r u
se

, i
f 

no
 E

ur
op

ea
n 

or
 

In
te

rn
at

io
na

l 
S

ta
nd

ar
ds

 e
xi

st
 to

 
w

hi
ch

 th
e 

sy
m

bo
ls

 
us

ed
 c

on
fo

rm
. 

N
O

TE
 

A
ny

 
gr

ap
hi

ca
l s

ym
bo

ls
 

us
ed

 o
n 

th
e 

IV
D

 
in

st
ru

m
en

t s
ho

ul
d 

be
 

ex
pl

ai
ne

d 
an

d/
or

 th
e 

re
le

va
nt

 E
ur

op
ea

n 
or

 
In

te
rn

at
io

na
l 

S
ta

nd
ar

ds
 s

ho
ul

d 
be

 
gi

ve
n.

 
[1

1,
 §

5.
2]

 

R
eq

ui
re

d 
in

fo
rm

at
io

n 
m

ay
 

ta
ke

 th
e 

fo
rm

 o
f s

ym
bo

ls
 

as
 a

pp
ro

pr
ia

te
: 

[1
, A

pp
en

di
x 

B.
8.

5]
 

 
W

he
re

 a
pp

ro
pr

ia
te

, t
he

 
in

fo
rm

at
io

n 
to

 b
e 

su
pp

lie
d 

sh
ou

ld
 ta

ke
 th

e 
fo

rm
 o

f 
sy

m
bo

ls
. 

A
ny

 s
ym

bo
l a

nd
 

id
en

tif
ic

at
io

n 
co

lo
ur

 u
se

d 
m

us
t c

on
fo

rm
 to

 th
e 

ha
rm

on
iz

ed
 s

ta
nd

ar
ds

. 

In
 a

re
as

 fo
r w

hi
ch

 n
o 

st
an

da
rd

s 
ex

is
t, 

th
e 

sy
m

bo
ls

 a
nd

 c
ol

ou
r u

se
d 

m
us

t b
e 

de
sc

rib
ed

 in
 th

e 
do

cu
m

en
ta

tio
n 

su
pp

lie
d 

w
ith

 th
e 

de
vi

ce
. 

[8
, A

nn
ex

 I.
B.

8.
2]

 

 
FD

A
 h

as
 re

co
gn

iz
ed

 
25

 s
ym

bo
ls

 fo
r I

V
D

 
de

vi
ce

s 
fo

r 
pr

of
es

si
on

al
 u

se
 fr

om
 

IS
O

 1
52

23
 a

nd
 E

N
 

98
0.

 

A
lth

ou
gh

 s
om

e 
pr

ov
is

io
ns

 o
f 2

1 
C

FR
. 

80
9.

10
 a

nd
 2

1 
C

FR
 

61
0 

an
d 

66
0 

sp
ec

ify
 

pa
rti

cu
la

r l
ab

el
lin

g 
la

ng
ua

ge
, a

s 
a 

m
at

te
r 

of
 e

nf
or

ce
m

en
t 

di
sc

re
tio

n,
 F

D
A 

do
es

 
no

t i
nt

en
d 

to
 o

bj
ec

t t
o 

th
e 

us
e 

of
 [s

pe
ci

fie
d]

 
sy

m
bo

ls
 w

ith
ou

t 
ac

co
m

pa
ny

in
g 

te
xt

. 
[3

9]
 

A
 p

ro
du

ct
 is

 
m

is
br

an
de

d 
“if

 it
 d

oe
s 

no
t b

ea
r s

uc
h 

sy
m

bo
ls

 fr
om

 th
e 

un
ifo

rm
 s

ys
te

m
 fo

r 
id

en
tif

ic
at

io
n 

of
 

de
vi

ce
s 

pr
es

cr
ib

ed
 

un
de

r S
ec

. 5
10

(e
) a

s 
th

e 
S

ec
re

ta
ry

 b
y 

re
gu

la
tio

n 
re

qu
ire

s”
  

[3
7,

 S
ec

.5
02

(o
)] 

Th
e 

us
e 

of
 

in
te

rn
at

io
na

lly
 

re
co

gn
iz

ed
 (i

.e
. 

st
an

da
rd

iz
ed

) 
sy

m
bo

ls
 s

ho
ul

d 
be

 
en

co
ur

ag
ed

 p
ro

vi
de

d 
th

at
 d

ev
ic

e 
sa

fe
ty

 is
 

no
t c

om
pr

om
is

ed
 b

y 
a 

la
ck

 o
f u

nd
er

st
an

di
ng

 
on

 th
e 

pa
rt 

of
 th

e 
pa

tie
nt

 o
r u

se
r. 

W
he

re
 

th
e 

m
ea

ni
ng

 o
f t

he
 

sy
m

bo
l i

s 
no

t o
bv

io
us

 
to

 th
e 

de
vi

ce
 u

se
r, 

e.
g.

 fo
r a

 la
y-

us
er

 o
r 

fo
r a

 n
ew

ly
 in

tro
du

ce
d 

sy
m

bo
l, 

an
 

ex
pl

an
at

io
n 

sh
ou

ld
 b

e 
pr

ov
id

ed
 w

ith
 th

e 
de

vi
ce

. [
16

, §
5.

1]
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85
 

O
ut

er
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on
ta

in
er

 la
be

l (
EN

 3
75

, §
4.

1)
 

 
 

 
 

 

86
 

R
eq

ui
re

d 
in

fo
rm

at
io

n 
Th

e 
la

be
l f

or
 a

n 
ou

te
r 

co
nt

ai
ne

r s
ha

ll 
gi

ve
 th

e 
in

fo
rm

at
io

n 
sp

ec
ifi

ed
 in

 
E

N
37

5,
 §

4.
1.

2 
to

 
4.

1.
10

. 
[1

0,
 §

4.
1.

1]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
th

e 
fo

llo
w

in
g 

pa
rti

cu
la

rs
, 

w
hi

ch
 m

ay
 ta

ke
 th

e 
fo

rm
 

of
 s

ym
bo

ls
 a

s 
ap

pr
op

ria
te

: 
[1

, A
pp

en
di

x 
B.

8.
5]

 

Fo
r i

nf
or

m
at

io
n 

th
at

 m
ig

ht
 

ap
pe

ar
 o

n 
th

e 
ou

te
r 

pa
ck

ag
in

g 
of

 a
n 

IV
D

 
in

cl
ud

es
, b

ut
 n

ot
 li

m
ite

d 
to

: 
⎯

 
na

m
e 

of
 th

e 
IV

D
; 

⎯
 

m
an

uf
ac

tu
re

r’s
 n

am
e 

an
d 

ad
dr

es
s,

 a
nd

/o
r 

sp
on

so
r’s

 n
am

e 
an

d 
ad

dr
es

s 
⎯

 
ba

tc
h/

 lo
t n

um
be

r; 
⎯

 
ca

ta
lo

gu
e 

nu
m

be
r; 

⎯
 

co
m

po
ne

nt
s 

lis
tin

g,
 

in
 th

e 
ca

se
 o

f a
 k

it-
ty

pe
 IV

D
 th

at
 

en
co

m
pa

ss
es

 m
an

y 
di

ffe
re

nt
 re

ag
en

ts
 

an
d/

or
 p

ie
ce

s 
of

 
eq

ui
pm

en
t; 

⎯
 

st
or

ag
e 

in
st

ru
ct

io
ns

, 
an

d 

⎯
 

ex
pi

ry
 d

at
e 

(b
as

ed
 

on
 th

e 
co

m
po

ne
nt

 
w

ith
 th

e 
sh

or
te

st
 

sh
el

f l
ife

), 
et

c.
 

[1
, P

ar
t D

, §
8.

2]
 

A
ll 

IV
D

D
s 

m
us

t h
av

e 
a 

LA
BE

L 
w

hi
ch

 p
ro

vi
de

s 
th

e 
in

fo
rm

at
io

n 
sp

ec
ifi

ed
 in

 
S

ec
. 2

1 
S

ub
se

ct
io

n 
(1

) 
P

ar
ag

ra
ph

s 
(a

) t
o 

(j)
 o

f 
th

e 
M

ed
ic

al
 D

ev
ic

es
 

R
eg

ul
at

io
ns

. [
4,

 §
3.

1]
 

N
o 

sp
ec

ifi
c 

re
fe

re
nc

e 
to

 
ou

te
r c

on
ta

in
er

 la
be

l  

Th
e 

la
be

l m
us

t b
ea

r t
he

 
fo

llo
w

in
g 

pa
rti

cu
la

rs
 w

hi
ch

 
m

ay
 ta

ke
 th

e 
fo

rm
 o

f 
sy

m
bo

ls
 a

s 
ap

pr
op

ria
te

: 
[8

, A
nn

ex
 1

.B
.8

.4
.] 

R
eq

ui
re

m
en

ts
 fo

r t
he

 
O

ut
er

 C
on

ta
in

er
 L

ab
el

 
ar

e 
gi

ve
n 

be
lo

w
. [

25
] 

Th
e 

la
be

l f
or

 a
n 

in
 

vi
tro

 d
ia

gn
os

tic
 

pr
od

uc
t s

ha
ll 

st
at

e 
th

e 
fo

llo
w

in
g 

in
fo

rm
at

io
n,

 
ex

ce
pt

 w
he

re
 s

uc
h 

in
fo

rm
at

io
n 

is
 n

ot
 

ap
pl

ic
ab

le
, o

r a
s 

ot
he

rw
is

e 
sp

ec
ifi

ed
 in

 
a 

st
an

da
rd

 fo
r a

 
pa

rti
cu

la
r p

ro
du

ct
 

cl
as

s 
or

 a
s 

pr
ov

id
ed

 
in

 p
ar

ag
ra

ph
 (e

) o
f 

th
is

 S
ec

.  
[3

1,
 S

ec
. 8

09
.1

0(
a)

] 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 th
e 

fo
llo

w
in

g 
pa

rti
cu

la
rs

 [s
pe

ci
fie

d 
be

lo
w

]. 
 

 [1
6,

 §
5.

2]
 

87
 

La
ng

ua
ge

  
R

eq
ui

re
m

en
ts

 
co

nc
er

ni
ng

 th
e 

la
ng

ua
ge

(s
) o

f t
he

 
co

un
try

 in
 w

hi
ch

 th
e 

IV
D

 re
ag

en
t i

s 
di

st
rib

ut
ed

 s
ha

ll 
be

 
m

et
.  

[1
0,

 §
4.

1.
1]

 

Th
e 

in
fo

rm
at

io
n 

m
us

t b
e 

pr
ov

id
ed

 in
 E

ng
lis

h,
 a

nd
 

m
ay

 a
ls

o 
be

 p
ro

vi
de

d 
in

 
an

y 
ot

he
r l

an
gu

ag
e.

 
[1

, A
pp

en
di

x 
B.

8.
2 

a)
 b

)] 

D
ev

ic
es

 s
ol

d 
in

 C
an

ad
a 

m
us

t b
e 

la
be

lle
d 

in
 b

ot
h 

of
fic

ia
l l

an
gu

ag
es

 w
he

re
 it

 
is

 re
as

on
ab

le
 a

nd
 p

ru
de

nt
 

to
 d

o 
so

. 

A
s 

a 
m

in
im

um
, t

he
 d

ev
ic

e 
m

us
t b

e 
la

be
lle

d 
in

 e
ith

er
 

E
ng

lis
h 

or
 F

re
nc

h;
 

D
IR

E
C

TI
O

N
S

 F
O

R
 U

SE
 

m
us

t b
e 

re
ad

ily
 a

va
ila

bl
e 

M
em

be
r S

ta
te

s 
m

ay
 

re
qu

ire
 th

e 
in

fo
rm

at
io

n 
to

 
be

 in
 th

ei
r o

ffi
ci

al
 

la
ng

ua
ge

(s
) w

he
n 

a 
de

vi
ce

 re
ac

he
s 

th
e 

fin
al

 
us

er
. 

P
ro

vi
de

d 
th

at
 s

af
e 

an
d 

co
rre

ct
 u

se
 o

f t
he

 d
ev

ic
e 

is
 e

ns
ur

ed
, M

em
be

r 
S

ta
te

s 
m

ay
 a

ut
ho

riz
e 

th
e 

S
ha

ll 
be

 in
 J

ap
an

es
e.

 
[2

5]
 

A
ll 

w
or

ds
, s

ta
te

m
en

ts
, 

an
d 

ot
he

r i
nf

or
m

at
io

n 
re

qu
ire

d 
by

 o
r u

nd
er

 
au

th
or

ity
 o

f t
he

 a
ct

 to
 

ap
pe

ar
 o

n 
th

e 
la

be
l o

r 
la

be
lli

ng
 s

ha
ll 

ap
pe

ar
 

th
er

eo
n 

in
 th

e 
E

ng
lis

h 
la

ng
ua

ge
, e

xc
ep

t t
he

 
pr

ed
om

in
an

t 
la

ng
ua

ge
 m

ay
 b

e 
su

bs
tit

ut
ed

 fo
r E

ng
lis

h 

Ta
ki

ng
 in

to
 

co
ns

id
er

at
io

n 
th

e 
ty

pe
 

of
 u

se
r a

nt
ic

ip
at

ed
 fo

r 
th

e 
de

vi
ce

, n
at

io
na

l 
la

ng
ua

ge
 

re
qu

ire
m

en
ts

 s
ho

ul
d 

be
 k

ep
t t

o 
a 

m
in

im
um

. 
[1

6,
 §
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1]
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C
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C
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a 
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n 
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a  
U

ni
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d 
St
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G

H
TF

 

in
 th

e 
ot

he
r o

ffi
ci

al
 

la
ng

ua
ge

 a
t t

he
 re

qu
es

t o
f 

th
e 

pu
rc

ha
se

r. 
[4

, §
6]

 

in
fo

rm
at

io
n 

re
fe

rre
d 

to
 in

 
th

e 
fir

st
 s

ub
pa

ra
gr

ap
h 

to
 

be
 in

 o
ne

 o
r m

or
e 

ot
he

r 
of

fic
ia

l C
om

m
un

ity
 

la
ng

ua
ge

(s
). 

 
[8

, A
rti

cl
e 

4.
4]

 

in
 th

e 
C

om
m

on
w

ea
lth

 
of

 P
ue

rto
 R

ic
o 

or
 in

 a
 

Te
rri

to
ry

 w
he

re
 th

e 
pr

ed
om

in
an

t 
la

ng
ua

ge
 is

 o
ne

 o
th

er
 

th
an

 E
ng

lis
h,

 
[2

9,
 S

ec
t. 

80
1.

15
 

(c
)(1

)] 

If 
th

e 
la

be
l c

on
ta

in
s 

an
y 

re
pr

es
en

ta
tio

n 
in

 
a 

fo
re

ig
n 

la
ng

ua
ge

, a
ll 

re
qu

ire
d 

in
fo

rm
at

io
n 

sh
al

l a
ls

o 
ap

pe
ar

 in
 

th
e 

fo
re

ig
n 

la
ng

ua
ge

.
[2

9,
 S

ec
t. 

80
1.

15
 (2

)] 

88
 

G
ra

ph
ic

al
 

sy
m

bo
ls

 
In

fo
rm

at
io

n 
w

hi
ch

 is
 a

 
pr

op
er

 n
am

e,
 a

dd
re

ss
 

or
 s

ym
bo

l d
oe

s 
no

t 
re

qu
ire

 to
 b

e 
ex

pr
es

se
d 

in
 m

ul
tip

le
 

la
ng

ua
ge

s.
 [1

0,
 §

4.
1.

1]
 

IV
D

 la
be

lli
ng

 …
 m

ay
 ta

ke
 

th
e 

fo
rm

 o
f s

ym
bo

ls
 a

s 
ap

pr
op

ria
te

: 
[1

, A
pp

en
di

x 
B.

8.
5]

 

 
W

he
re

 a
pp

ro
pr

ia
te

, t
he

 
in

fo
rm

at
io

n 
to

 b
e 

su
pp

lie
d 

sh
ou

ld
 ta

ke
 th

e 
fo

rm
 o

f 
sy

m
bo

ls
. 

A
ny

 s
ym

bo
l a

nd
 

id
en

tif
ic

at
io

n 
co

lo
ur

 u
se

d 
m

us
t c

on
fo

rm
 to

 th
e 

ha
rm

on
iz

ed
 s

ta
nd

ar
ds

. 

In
 a

re
as

 fo
r w

hi
ch

 n
o 

st
an

da
rd

s 
ex

is
t, 

th
e 

sy
m

bo
ls

 a
nd

 c
ol

ou
r u

se
d 

m
us

t b
e 

de
sc

rib
ed

 in
 th

e 
do

cu
m

en
ta

tio
n 

su
pp

lie
d 

w
ith

 th
e 

de
vi

ce
. 

[8
, A

nn
ex

 I.
B.

8.
2.

] 

Le
tte

r(s
) a

pp
ea

re
d 

on
 

gr
ap

hi
ca

l s
ym

bo
ls

 
sh

al
l b

e 
in

 J
ap

an
es

e.
 

[2
5]

 

A
 p

ro
du

ct
 is

 
m

is
br

an
de

d 
“if

 it
 d

oe
s 

no
t b

ea
r s

uc
h 

sy
m

bo
ls

 fr
om

 th
e 

un
ifo

rm
 s

ys
te

m
 fo

r 
id

en
tif

ic
at

io
n 

of
 

de
vi

ce
s 

pr
es

cr
ib

ed
 

un
de

r S
ec

. 5
10

(e
) a

s 
th

e 
S

ec
re

ta
ry

 b
y 

re
gu

la
tio

n 
re

qu
ire

s”
  

[3
7,

 S
ec

t .
50

2 
(o

)] 

FD
A

 h
as

 re
co

gn
iz

ed
 

25
 s

ym
bo

ls
 fo

r I
V

D
 

de
vi

ce
s 

fo
r 

pr
of

es
si

on
al

 u
se

 fr
om

 
IS

O
 1

52
23

 a
nd

 
E

N
 9

80
.  

[3
9]

 

Th
e 

us
e 

of
 

in
te

rn
at

io
na

lly
 

re
co

gn
iz

ed
 (i

.e
. 

st
an

da
rd

iz
ed

) 
sy

m
bo

ls
 s

ho
ul

d 
be

 
en

co
ur

ag
ed

 p
ro

vi
de

d 
th

at
 d

ev
ic

e 
sa

fe
ty

 is
 

no
t c

om
pr

om
is

ed
 b

y 
a 

la
ck

 o
f u

nd
er

st
an

di
ng

 
on

 th
e 

pa
rt 

of
 th

e 
pa

tie
nt

 o
r u

se
r. 

W
he

re
 

th
e 

m
ea

ni
ng

 o
f t

he
 

sy
m

bo
l i

s 
no

t o
bv

io
us

 
to

 th
e 

de
vi

ce
 u

se
r, 

e.
g.

 fo
r a

 la
y-

us
er

 o
r 

fo
r a

 n
ew

ly
 in

tro
du

ce
d 

sy
m

bo
l, 

an
 

ex
pl

an
at

io
n 

sh
ou

ld
 b

e 
pr

ov
id

ed
 w

ith
 th

e 
de

vi
ce

. [
16

, §
5.

1]
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M
an

uf
ac

tu
re

r 
id

en
tif

ic
at

io
n 

 
Th

e 
na

m
e 

an
d 

ad
dr

es
s 

of
 th

e 
m

an
uf

ac
tu

re
r s

ha
ll 

be
 

gi
ve

n.
 

[1
0,

 §
4.

1.
2]

 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
th

e 
m

an
uf

ac
tu

re
r’s

 n
am

e,
 

or
 tr

ad
e 

na
m

e 
an

d 
ad

dr
es

s;
 

[1
, A

pp
en

di
x 

B.
8.

5 
a)

] 

**
 T

he
 la

be
l m

us
t i

nd
ic

at
e 

th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 
th

e 
m

an
uf

ac
tu

re
r; 

[5
, P

ar
t 1

, S
ec

. 2
1.

 (1
) (

b)
]

Th
e 

la
be

l m
us

t b
ea

r t
he

 
na

m
e 

or
 tr

ad
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 th
e 

m
an

uf
ac

tu
re

r. 
 

[8
, A

nn
ex

 I.
B.

8.
4(

a)
] 

If 
th

e 
pr

od
uc

t c
on

ta
in

s 
da

ng
er

ou
s 

pr
ep

ar
at

io
ns

, 
th

e 
la

be
l m

us
t b

ea
r t

he
 

na
m

e,
 fu

ll 
ad

dr
es

s 
an

d 
te

le
ph

on
e 

nu
m

be
r o

f t
he

 
pe

rs
on

 e
st

ab
lis

he
d 

in
 th

e 
C

om
m

un
ity

 w
ho

 is
 

re
sp

on
si

bl
e 

fo
r p

la
ci

ng
 th

e 
pr

ep
ar

at
io

n 
on

 th
e 

m
ar

ke
t, 

w
he

th
er

 it
 b

e 
th

e 
m

an
uf

ac
tu

re
r, 

th
e 

im
po

rte
r o

r t
he

 d
is

tri
bu

to
r;

[6
, A

rti
cl

e 
10

, S
ec

. 2
.2

] 

R
eg

is
te

re
d 

na
m

e 
an

d 
ad

dr
es

s 
of

 th
e 

m
an

uf
ac

tu
re

r f
or

 
do

m
es

tic
 p

ro
du

ct
s.

 
[2

5]
 

Th
e 

la
be

l o
f a

 d
ev

ic
e 

in
 p

ac
ka

ge
 fo

rm
 s

ha
ll 

sp
ec

ify
 c

on
sp

ic
uo

us
ly

 
th

e 
na

m
e 

an
d 

pl
ac

e 
of

 
bu

si
ne

ss
 o

f t
he

 
m

an
uf

ac
tu

re
r, 

pa
ck

er
, 

or
 d

is
tri

bu
to

r. 
[2

9,
 S

ec
t. 

80
1.

1 
(a

)];
 

[3
1,

 S
ec

. 
80

9.
10

(a
)(8

)] 

N
O

TE
 

“M
an

uf
ac

-
tu

re
r” 

sy
m

bo
l m

ay
 b

e 
us

ed
 in

 p
la

ce
 o

f t
he

 
st

at
em

en
t 

“M
an

uf
ac

tu
re

d 
by

__
__

_”
  

[3
9]

 

Fo
r a

dd
iti

on
al

 d
et

ai
ls

, 
se

e 
N

O
TE

 1
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 …
 th

e 
na

m
e 

or
 

tra
de

 n
am

e 
an

d 
ad

dr
es

s 
of

 th
e 

m
an

uf
ac

tu
re

r a
nd

, i
f 

ap
pr

op
ria

te
, a

 p
ho

ne
 

nu
m

be
r a

nd
/o

r f
ax

 
nu

m
be

r a
nd

/o
r 

w
eb

si
te

 a
dd

re
ss

 to
 

ob
ta

in
 te

ch
ni

ca
l 

as
si

st
an

ce
.  

 [1
6,

 §
5.

2]
 

90
 

Im
po

rte
r/ 

ex
po

rte
r/ 

au
th

or
iz

ed
 

re
pr

es
en

ta
tiv

e 
id

en
tif

ic
at

io
n 

Th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 th
e 

au
th

or
iz

ed
 

re
pr

es
en

ta
tiv

e 
sh

al
l 

al
so

 b
e 

gi
ve

n 
w

he
n 

th
is

 is
 a

 le
ga

l 
re

qu
ire

m
en

t. 
[1

0,
 §

4.
1.

2]
 

A
ll 

IV
D

s 
m

us
t b

e 
ac

co
m

pa
ni

ed
 b

y 
in

fo
rm

at
io

n,
 w

he
re

 
ap

pl
ic

ab
le

, a
llo

w
in

g 
th

e 
sp

on
so

r o
f t

he
 d

ev
ic

e 
to

 
be

 id
en

tif
ie

d.
 

[1
, A

pp
en

di
x 

B.
8.

1 
d)

] 

 
Fo

r d
ev

ic
es

 im
po

rte
d 

in
to

 
th

e 
C

om
m

un
ity

 w
ith

 a
 

vi
ew

 to
 th

ei
r d

is
tri

bu
tio

n 
in

 
th

e 
C

om
m

un
ity

, t
he

 la
be

l, 
th

e 
ou

te
r p

ac
ka

gi
ng

, o
r 

th
e 

in
st

ru
ct

io
ns

 fo
r u

se
 

sh
al

l c
on

ta
in

 in
 a

dd
iti

on
 

th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 
th

e 
au

th
or

iz
ed

 
re

pr
es

en
ta

tiv
e 

of
 th

e 
m

an
uf

ac
tu

re
r; 

 
[8

, A
nn

ex
 I.

B.
8.

4(
a)

] 

Fo
r i

m
po

rte
d 

pr
od

uc
ts

, t
he

 n
am

e 
an

d 
ad

dr
es

s 
of

 th
e 

im
po

rte
r s

ha
ll 

be
 

gi
ve

n.
 [2

5]
 

Th
e 

“A
ut

ho
riz

ed
 

re
pr

es
en

ta
tiv

e”
 

sy
m

bo
l m

ay
 b

e 
us

ed
 

as
 lo

ng
 a

s 
th

e 
us

e 
of

 
th

is
 s

ym
bo

l d
oe

s 
no

t 
vi

ol
at

e 
ot

he
r U

.S
. 

la
be

lli
ng

 
re

qu
ire

m
en

ts
. F

or
 

ex
am

pl
e,

 if
 th

e 
sy

m
bo

l i
nt

er
fe

re
s 

w
ith

 
th

e 
co

m
m

un
ic

at
io

n 
of

 
in

fo
rm

at
io

n 
re

qu
ire

d 
by

 U
.S

. l
aw

, t
he

 
de

vi
ce

 c
ou

ld
 b

e 
m

is
br

an
de

d 
un

de
r 

S
ec

. 5
02

(c
) o

f t
he

 A
ct

. 
[3

9]
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 …
 fo

r i
m

po
rte

d 
de

vi
ce

s,
 th

e 
la

be
l, 

or
 

th
e 

ou
te

r p
ac

ka
gi

ng
, 

or
 in

st
ru

ct
io

ns
 fo

r u
se

, 
m

ay
 b

e 
re

qu
ire

d 
to

 
co

nt
ai

n 
in

 a
dd

iti
on

, 
th

e 
na

m
e 

an
d 

ad
dr

es
s 

of
 e

ith
er

 th
e 

im
po

rte
r e

st
ab

lis
he

d 
w

ith
in

 th
e 

im
po

rti
ng

 
co

un
try

/re
gi

on
 o

r o
f 

an
 a

ut
ho

riz
ed

 
re

pr
es

en
ta

tiv
e 

of
 th

e 
m

an
uf

ac
tu

re
r 

es
ta

bl
is

he
d 

w
ith

in
 th

e 
im

po
rti

ng
 

co
un

try
/re

gi
on

. 
[1

6,
 §

5.
2]
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D
ev

ic
e 

na
m

e/
 

id
en

tif
ic

at
io

n 
Th

e 
pr

od
uc

t n
am

e 
sh

al
l b

e 
gi

ve
n.

 

W
he

n 
th

e 
na

m
e 

do
es

 
no

t u
ni

qu
el

y 
id

en
tif

y 
th

e 
pr

od
uc

t, 
an

 
ad

di
tio

na
l m

ea
ns

 o
f 

id
en

tif
ic

at
io

n 
sh

al
l a

ls
o 

be
 g

iv
en

. 
[1

0,
 §

4.
1.

3]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
su

ffi
ci

en
t i

nf
or

m
at

io
n 

to
 

en
ab

le
 th

e 
us

er
 to

 id
en

tif
y 

th
e 

IV
D

, o
r i

f r
el

ev
an

t, 
th

e 
co

nt
en

ts
 o

f t
he

 p
ac

ka
ge

;
[1

, A
pp

en
di

x 
B.

8.
5 

c)
] 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
na

m
e 

of
 th

e 
de

vi
ce

; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
a)

]

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
id

en
tif

ie
r o

f t
he

 d
ev

ic
e,

 
in

cl
ud

in
g 

th
e 

id
en

tif
ie

r o
f 

an
y 

m
ed

ic
al

 d
ev

ic
e 

th
at

 is
 

pa
rt 

of
 a

 s
ys

te
m

, t
es

t k
it,

 
m

ed
ic

al
 d

ev
ic

e 
gr

ou
p,

 
m

ed
ic

al
 d

ev
ic

e 
fa

m
ily

 o
r 

m
ed

ic
al

 d
ev

ic
e 

gr
ou

p 
fa

m
ily

; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
c)

]

Th
e 

la
be

l m
us

t b
ea

r t
he

 
de

ta
ils

 s
tri

ct
ly

 n
ec

es
sa

ry
 

fo
r t

he
 u

se
r t

o 
un

iq
ue

ly
 

id
en

tif
y 

th
e 

de
vi

ce
 a

nd
 th

e 
co

nt
en

ts
 o

f t
he

 p
ac

ka
gi

ng
; 

[8
, A

nn
ex

 I.
B.

8.
4(

b)
] 

W
he

re
ve

r r
ea

so
na

bl
e 

an
d 

pr
ac

tic
ab

le
, t

he
 d

ev
ic

es
 

an
d 

se
pa

ra
te

 c
om

po
ne

nt
s 

m
us

t b
e 

id
en

tif
ie

d,
 w

he
re

 
ap

pr
op

ria
te

 in
 te

rm
s 

of
 

ba
tc

he
s,

 to
 a

llo
w

 a
ll 

ap
pr

op
ria

te
 a

ct
io

n 
to

 
de

te
ct

 a
ny

 p
ot

en
tia

l r
is

k 
po

se
d 

by
 th

e 
de

vi
ce

s 
an

d 
de

ta
ch

ab
le

 c
om

po
ne

nt
s.

[8
, A

nn
ex

 I.
B.

8.
6.

] 

In
 P

rin
ci

pl
e,

 a
 s

in
gl

e 
pr

op
rie

ta
ry

 n
am

e 
sh

ou
ld

 b
e 

as
si

gn
ed

 to
 

a 
si

ng
le

 p
ro

du
ct

. 

W
he

re
 m

or
e 

th
an

 o
ne

 
br

an
d 

na
m

e 
is

 to
 b

e 
gi

ve
n 

to
 a

 s
in

gl
e 

pr
od

uc
t f

or
 s

om
e 

ap
pr

op
ria

te
 re

as
on

, 
th

e 
m

at
er

ia
l i

n 
su

pp
or

t 
of

 th
is

 s
ho

ul
d 

ac
co

m
pa

ny
 th

e 
ap

pr
ov

al
 a

pp
lic

at
io

n.
 

S
in

ce
 th

is
 m

ay
 n

ot
 b

e 
ap

pr
ov

ed
 d

ep
en

di
ng

 
on

 th
e 

re
as

on
 g

iv
en

, 
an

 o
ffi

ci
al

 in
 c

ha
rg

e 
sh

ou
ld

 b
e 

co
ns

ul
te

d,
 

if 
ne

ce
ss

ar
y,

 b
ef

or
e 

an
 a

pp
lic

at
io

n 
is

 
su

bm
itt

ed
. [

25
] 

Th
e 

la
be

l s
ha

ll 
st

at
e 

th
e 

pr
op

rie
ta

ry
 n

am
e 

an
d 

es
ta

bl
is

he
d 

na
m

e 
(c

om
m

on
 o

r u
su

al
 

na
m

e)
, i

f a
ny

. 
[3

1,
 S

ec
. 8

09
.1

0(
a)

(1
)]

Fo
r a

 re
ag

en
t, 

a 
de

cl
ar

at
io

n 
of

 th
e 

es
ta

bl
is

he
d 

na
m

e 
(c

om
m

on
 o

r u
su

al
 

na
m

e)
, i

f a
ny

. 
[3

1,
 S

ec
. 8

09
.1

0 
(a

) 
(3

)] 

P
ro

pe
r n

am
e,

 a
s 

ap
pl

ie
d 

to
 a

 p
ro

du
ct

, 
m

ea
ns

 th
e 

na
m

e 
de

si
gn

at
ed

 in
 th

e 
lic

en
se

 fo
r u

se
 u

po
n 

ea
ch

 p
ac

ka
ge

 o
f t

he
 

pr
od

uc
t. 

(A
pp

lie
s 

to
 

lic
en

se
d 

Bi
ol

og
ic

 
as

sa
ys

 o
nl

y)
 

[2
7,

 S
ec

. 6
00

.3
] 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 …
 s

uf
fic

ie
nt

 
de

ta
ils

 fo
r t

he
 u

se
r t

o 
id

en
tif

y 
th

e 
de

vi
ce

 …
 

[1
6,

 §
5.

2]
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M
ic

ro
-

bi
ol

og
ic

al
 

st
at

e 

If 
ne

ce
ss

ar
y 

fo
r p

ro
pe

r 
pe

rfo
rm

an
ce

 o
f t

he
 

IV
D

 re
ag

en
t, 

th
e 

m
ic

ro
bi

ol
og

ic
al

 s
ta

te
 o

r 
st

at
e 

of
 c

le
an

lin
es

s,
 

e.
g.

 “m
ic

ro
bi

ol
og

ic
al

ly
 

co
nt

ro
lle

d”
 o

r “
st

er
ile

”, 
sh

al
l b

e 
gi

ve
n.

 
[1

0,
 §

4.
1.

4]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r, 
w

he
re

 a
pp

ro
pr

ia
te

, t
he

 
w

or
d 

"S
TE

R
IL

E"
, a

nd
 

in
fo

rm
at

io
n 

ab
ou

t t
he

 
m

et
ho

d 
th

at
 w

as
 u

se
d 

to
 

st
er

ilis
e 

th
e 

de
vi

ce
; 

[1
, A

pp
en

di
x 

B.
8.

5 
d)

] 

Th
e 

la
be

l m
us

t i
nc

lu
de

 th
e 

w
or

d 
“S

te
ril

e”
, i

f t
he

 
m

an
uf

ac
tu

re
r i

nt
en

ds
 th

e 
de

vi
ce

 to
 b

e 
so

ld
 in

 a
 

st
er

ile
 c

on
di

tio
n;

 
[5

, P
ar

t 1
, S

ec
t. 

21
. (

1)
 (f

)]

Th
e 

la
be

l m
us

t b
ea

r 
w

he
re

 a
pp

ro
pr

ia
te

, t
he

 
w

or
d 

“S
TE

R
IL

E
” o

r a
 

st
at

em
en

t i
nd

ic
at

in
g 

an
y 

sp
ec

ia
l m

ic
ro

bi
ol

og
ic

al
 

st
at

e 
or

 s
ta

te
 o

f 
cl

ea
nl

in
es

s;
  

[8
, A

nn
ex

 I.
B.

8.
4(

c)
] 

N
ot

 re
qu

ire
d.

 [2
5]

 
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

w
he

re
 a

pp
lic

ab
le

 b
ea

r 
an

 in
di

ca
tio

n 
th

at
 th

e 
de

vi
ce

 is
 s

te
ril

e 
an

d 
ne

ce
ss

ar
y 

in
st

ru
ct

io
ns

 
in

 th
e 

ev
en

t o
f 

da
m

ag
e 

to
 s

te
ril

e 
pa

ck
ag

in
g 

an
d,

 w
he

re
 

ap
pr

op
ria

te
, 

de
sc

rip
tio

n 
of

 
m

et
ho

ds
 o

f r
e-

st
er

ili
za

tio
n.

 [1
6,

 §
5.

2]
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a 
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ni
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n 
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U
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H
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B
at

ch
 c

od
e/

 
de

vi
ce

 
tra

ce
ab

ilit
y 

A
 b

at
ch

 c
od

e 
sh

al
l b

e 
gi

ve
n.

 

N
O

TE
 

Th
e 

gr
ap

hi
ca

l s
ym

bo
l a

s 
gi

ve
n 

in
 E

N
 9

80
 

sh
ou

ld
 b

e 
us

ed
. 

[1
0,

 §
4.

1.
5]

 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
th

e 
ba

tc
h 

co
de

, l
ot

 
nu

m
be

r o
r s

er
ia

l n
um

be
r 

of
 th

e 
IV

D
; 

[1
, A

pp
en

di
x 

B.
8.

5 
e)

] 

Th
e 

Im
m

ed
ia

te
 c

on
ta

in
er

 
la

be
l m

us
t i

nc
lu

de
 a

 
C

O
N

TR
O

L 
N

U
M

B
E

R
 is

 
re

qu
ire

d 
fo

r C
la

ss
 II

I a
nd

 
IV

 IV
D

D
s,

 in
 o

rd
er

 to
 

de
te

rm
in

e 
th

e 
co

m
pl

et
e 

m
an

uf
ac

tu
rin

g 
hi

st
or

y 
of

 
th

e 
pr

od
uc

t. 
It 

is
 s

ta
nd

ar
d 

co
nv

en
tio

n 
fo

r m
os

t I
V

D
D

 
ki

ts
 o

r k
it 

co
m

po
ne

nt
s 

to
 

in
di

ca
te

 a
 lo

t n
um

be
r. 

 
[4

, §
3.

3.
8]

  

Th
e 

la
be

l m
us

t b
ea

r t
he

 
ba

tc
h 

co
de

, p
re

ce
de

d 
by

 
th

e 
w

or
d 

“L
O

T”
, o

r t
he

 
se

ria
l n

um
be

r; 
 

[8
, A

nn
ex

 I.
B.

8.
4 

(d
)] 

A
 b

at
ch

 c
od

e 
sh

al
l b

e 
gi

ve
n.

 [2
5]

 
Th

e 
la

be
l s

ha
ll 

st
at

e 
a 

lo
t o

r c
on

tro
l n

um
be

r, 
id

en
tif

ie
d 

as
 s

uc
h,

 
fro

m
 w

hi
ch

 it
 is

 
po

ss
ib

le
 to

 d
et

er
m

in
e 

th
e 

co
m

pl
et

e 
m

an
uf

ac
tu

rin
g 

hi
st

or
y 

of
 th

e 
pr

od
uc

t. 
 

[3
1,

 S
ec

. 8
09

.1
0(

a)
(9

)]

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 a
n 

in
di

ca
tio

n 
of

 
th

e 
ba

tc
h 

co
de

/lo
t 

nu
m

be
r (

e.
g.

 o
n 

si
ng

le
-u

se
 d

is
po

sa
bl

e 
de

vi
ce

s 
or

 re
ag

en
ts

) 
…

 a
nd

 to
 a

llo
w

 
ap

pr
op

ria
te

 a
ct

io
ns

 to
 

tra
ce

 a
nd

 re
ca

ll 
th

e 
de

vi
ce

s 
an

d 
de

ta
ch

ab
le

 
co

m
po

ne
nt

s,
 

[1
6,

 §
5.

2]
 

94
 

B
at

ch
 c

od
e 

– 
ki

t t
ra

ce
ab

ilit
y 

If 
a 

ki
t c

on
ta

in
s 

di
ffe

re
nt

 c
om

po
ne

nt
s 

be
ar

in
g 

di
ffe

re
nt

 b
at

ch
 

co
de

s,
 th

e 
ba

tc
h 

co
de

 
gi

ve
n 

on
 th

e 
ou

te
r 

co
nt

ai
ne

r s
ha

ll 
en

ab
le

 
th

e 
in

di
vi

du
al

 p
ro

du
ct

 
hi

st
or

ie
s 

to
 b

e 
tra

ce
d 

fro
m

 th
e 

m
an

uf
ac

tu
re

r's
 

pr
od

uc
tio

n 
fil

e.
  

[1
0,

 §
4.

1.
5]

 

W
he

re
ve

r r
ea

so
na

bl
e 

an
d 

pr
ac

tic
ab

le
, I

V
D

 la
be

lli
ng

 
m

us
t b

ea
r i

de
nt

ifi
ca

tio
n 

by
 

ba
tc

h 
nu

m
be

r, 
of

 a
ll 

of
 th

e 
IV

D
’s

 c
om

po
ne

nt
s,

 s
o 

as
 

to
 a

llo
w

 a
ll 

ap
pr

op
ria

te
 

ac
tio

n 
to

 d
et

ec
t a

ny
 

po
te

nt
ia

l r
is

k 
po

se
d 

by
 th

e 
co

m
po

ne
nt

s.
 

[1
, A

pp
en

di
x 

B.
8.

6]
 

If 
it 

is
 a

 m
ul

tip
le

-u
ni

t 
pr

od
uc

t, 
th

e 
C

O
N

TR
O

L 
N

U
M

B
E

R
 s

ho
ul

d 
pe

rm
it 

tra
ci

ng
 th

e 
id

en
tit

y 
of

 th
e 

in
di

vi
du

al
 u

ni
ts

.  
[4

, §
3.

3.
8]

 

W
he

re
ve

r r
ea

so
na

bl
e 

an
d 

pr
ac

tic
ab

le
, t

he
 d

ev
ic

es
 

an
d 

se
pa

ra
te

 c
om

po
ne

nt
s 

m
us

t b
e 

id
en

tif
ie

d,
 w

he
re

 
ap

pr
op

ria
te

 in
 te

rm
s 

of
 

ba
tc

he
s,

 to
 a

llo
w

 a
ll 

ap
pr

op
ria

te
 a

ct
io

n 
to

 
de

te
ct

 a
ny

 p
ot

en
tia

l r
is

k 
po

se
d 

by
 th

e 
de

vi
ce

s 
an

d 
de

ta
ch

ab
le

 c
om

po
ne

nt
s.

[8
, A

nn
ex

 I.
B.

8.
6.

] 

 
If 

it 
is

 a
 m

ul
tip

le
-u

ni
t 

pr
od

uc
t, 

th
e 

lo
t o

r 
co

nt
ro

l n
um

be
r s

ha
ll 

pe
rm

it 
tra

ci
ng

 th
e 

id
en

tit
y 

of
 th

e 
in

di
vi

du
al

 u
ni

ts
. 

[3
1,

 S
ec

. 
80

9.
10

(a
)(9

)(i
)] 

Fo
r m

ul
tip

le
-u

ni
t 

pr
od

uc
ts

 w
hi

ch
 

re
qu

ire
 th

e 
us

e 
of

 
in

cl
ud

ed
 u

ni
ts

 
to

ge
th

er
 a

s 
a 

sy
st

em
, 

al
l u

ni
ts

 s
ho

ul
d 

be
ar

 
th

e 
sa

m
e 

lo
t o

r c
on

tro
l 

nu
m

be
r, 

if 
ap

pr
op

ria
te

, o
r o

th
er

 
su

ita
bl

e 
un

ifo
rm

 
id

en
tif

ic
at

io
n 

sh
ou

ld
 

be
 u

se
d.

 
[3

1,
 S

ec
. 

80
9.

10
(a

)(9
)(i

ii)
] 
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E
xp

iry
 d

at
e 

A
n 

ex
pi

ry
 d

at
e 

ba
se

d 
up

on
 th

e 
st

at
ed

 
st

or
ag

e 
in

st
ru

ct
io

ns
 

sh
al

l b
e 

gi
ve

n.
 

Th
e 

la
be

l o
f t

he
 o

ut
er

 
co

nt
ai

ne
r s

ha
ll 

gi
ve

 th
e 

ex
pi

ry
 d

at
e 

of
 th

e 
co

m
po

ne
nt

 h
av

in
g 

th
e 

ea
rli

es
t e

xp
iry

 d
at

e 
or

 
an

 e
ar

lie
r d

at
e 

if 
ap

pr
op

ria
te

. 

N
O

TE
 1

 T
he

 
gr

ap
hi

ca
l s

ym
bo

l a
s 

gi
ve

n 
in

 E
N

 9
80

 
sh

ou
ld

 b
e 

us
ed

. 
[1

0,
 §

4.
1.

6]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r, 
if 

ap
pl

ic
ab

le
, a

n 
in

di
ca

tio
n 

of
 th

e 
da

te
 b

y 
w

hi
ch

 th
e 

IV
D

 o
r a

ny
 o

f i
ts

 
co

m
po

ne
nt

s 
sh

ou
ld

 b
e 

us
ed

, i
n 

sa
fe

ty
, w

ith
ou

t 
de

gr
ad

at
io

n 
of

 
pe

rfo
rm

an
ce

; 
[1

, A
pp

en
di

x 
B.

8.
5 

f)]
 

Th
e 

Im
m

ed
ia

te
 c

on
ta

in
er

 
la

be
l m

us
t i

nc
lu

de
 a

n 
E

xp
ira

tio
n 

da
te

 b
as

ed
 

up
on

 th
e 

co
m

po
ne

nt
 o

f 
th

e 
IV

D
D

 h
av

in
g 

th
e 

sh
or

te
st

 p
ro

je
ct

ed
 u

se
fu

l 
lif

e.
 

E
xp

ira
tio

n 
da

te
s 

ar
e 

re
qu

ire
d 

fo
r t

he
 u

no
pe

ne
d 

IV
D

D
 o

r i
ts

 c
om

po
ne

nt
s 

(re
ag

en
ts

, c
al

ib
ra

to
rs

, 
qu

al
ity

 c
on

tro
l m

at
er

ia
ls

, 
et

c.
) a

nd
 fo

r t
he

 o
pe

ne
d 

IV
D

D
 o

r i
ts

 c
om

po
ne

nt
s 

if 
di

ffe
re

nt
 fr

om
 th

e 
un

op
en

ed
 IV

D
D

 
 [4

, §
3.

3.
6]

 

Th
e 

la
be

l m
us

t b
ea

r, 
if 

ne
ce

ss
ar

y,
 a

n 
in

di
ca

tio
n 

of
 th

e 
da

te
 b

y 
w

hi
ch

 th
e 

de
vi

ce
 o

r p
ar

t o
f i

t s
ho

ul
d 

be
 u

se
d,

 in
 s

af
et

y,
 w

ith
ou

t 
de

gr
ad

at
io

n 
of

 
pe

rfo
rm

an
ce

, e
xp

re
ss

ed
 

as
 th

e 
ye

ar
, t

he
 m

on
th

 
an

d,
 w

he
re

 re
le

va
nt

, t
he

 
da

y,
 in

 th
at

 o
rd

er
;  

[8
, A

nn
ex

 I.
B.

8.
4 

(e
)] 

A
n 

ex
pi

ry
 d

at
e 

ba
se

d 
up

on
 th

e 
st

at
ed

 
st

or
ag

e 
in

st
ru

ct
io

ns
 

sh
al

l b
e 

gi
ve

n.
 [2

5]
 

Fo
r a

 re
ag

en
t, 

th
e 

la
be

l s
ha

ll 
st

at
e 

a 
m

ea
ns

 b
y 

w
hi

ch
 th

e 
us

er
 m

ay
 b

e 
as

su
re

d 
th

at
 th

e 
pr

od
uc

t 
m

ee
ts

 a
pp

ro
pr

ia
te

 
st

an
da

rd
s 

of
 id

en
tit

y,
 

st
re

ng
th

, q
ua

lit
y 

an
d 

pu
rit

y 
at

 th
e 

tim
e 

of
 

us
e.

 T
hi

s 
sh

al
l b

e 
pr

ov
id

ed
, b

ot
h 

fo
r t

he
 

pr
od

uc
t a

s 
pr

ov
id

ed
 

an
d 

fo
r a

ny
 re

su
lta

nt
 

re
co

ns
tit

ut
ed

 o
r m

ix
ed

 
pr

od
uc

t, 
by

 in
cl

ud
in

g 
on

 th
e 

la
be

l o
ne

 o
r 

m
or

e 
of

 th
e 

fo
llo

w
in

g:
 

a)
 

A
n 

ex
pi

ra
tio

n 
da

te
 b

as
ed

 u
po

n 
th

e 
st

at
ed

 
st

or
ag

e 
in

st
ru

ct
io

ns
. 

b)
 

A
 s

ta
te

m
en

t o
f 

an
 o

bs
er

va
bl

e 
in

di
ca

tio
n 

of
 a

n 
al

te
ra

tio
n 

of
 th

e 
pr

od
uc

t, 
e.

g.
 

tu
rb

id
ity

, c
ol

ou
r 

ch
an

ge
, 

pr
ec

ip
ita

te
, 

be
yo

nd
 it

s 
ap

pr
op

ria
te

 
st

an
da

rd
s.

 

c)
 

In
st

ru
ct

io
ns

 fo
r a

 
si

m
pl

e 
m

et
ho

d 
by

 w
hi

ch
 th

e 
us

er
 

ca
n 

re
as

on
ab

ly
 

de
te

rm
in

e 
th

at
 

th
e 

pr
od

uc
t 

m
ee

ts
 it

s 
ap

pr
op

ria
te

 
st

an
da

rd
s.

 

[3
1,

 S
ec

.8
09

.1
0(

a)
(6

)]

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 a
n 

in
di

ca
tio

n 
of

 
th

e 
da

te
 u

nt
il 

w
hi

ch
 

th
e 

de
vi

ce
 m

ay
 s

af
el

y 
be

 u
se

d 
(i.

e.
 p

ut
 in

to
 

se
rv

ic
e)

, …
 (e

.g
. o

n 
si

ng
le

-u
se

 d
is

po
sa

bl
e 

de
vi

ce
s 

or
 re

ag
en

ts
) 

w
he

re
 th

is
 is

 re
le

va
nt

. 
[1

6,
 §

5.
2]
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D
at

e 
fo

rm
at

 
Th

is
 s

ha
ll 

be
 

ex
pr

es
se

d 
as

 th
e 

ye
ar

, 
th

e 
m

on
th

, a
nd

, w
he

re
 

re
le

va
nt

, t
he

 d
ay

 in
 

th
at

 o
rd

er
. I

n 
th

e 
ca

se
 

of
 y

ea
r a

nd
 m

on
th

 th
is

 
m

ea
ns

 th
at

 th
e 

ex
pi

ry
 

da
te

 is
 th

e 
la

st
 d

ay
 o

f 
th

e 
m

on
th

 in
di

ca
te

d.
 

Th
e 

la
be

l o
f t

he
 o

ut
er

 
co

nt
ai

ne
r s

ha
ll 

gi
ve

 th
e 

ex
pi

ry
 d

at
e 

of
 th

e 
co

m
po

ne
nt

 h
av

in
g 

th
e 

ea
rli

es
t e

xp
iry

 d
at

e 
or

 
an

 e
ar

lie
r d

at
e 

if 
ap

pr
op

ria
te

. 

N
O

TE
 2

 T
he

 fo
rm

at
 

fo
r t

he
 e

xp
iry

 d
at

e 
sh

ou
ld

 b
e 

ei
th

er
 

“C
C

Y
Y

-M
M

-D
D

” o
r 

“C
C

Y
Y

-M
M

”. 
 

[1
0,

 §
4.

1.
6]

 

[M
us

t b
e]

 …
 e

xp
re

ss
ed

 in
 

a 
w

ay
 th

at
 c

le
ar

ly
 

id
en

tif
ie

s 
th

e 
m

on
th

 a
nd

 
ye

ar
; 

[1
, A

pp
en

di
x 

B.
8.

5 
f)]

 

 
[M

us
t b

e]
 …

 e
xp

re
ss

ed
 a

s 
th

e 
ye

ar
, t

he
 m

on
th

 a
nd

, 
w

he
re

 re
le

va
nt

, t
he

 d
ay

, 
in

 th
at

 o
rd

er
;  

[8
, A

nn
ex

 I.
B.

8.
4 

(e
)] 

Th
e 

ap
pr

ov
ed

 p
er

io
d 

fo
r u

se
 is

 to
 b

e 
re

co
rd

ed
 to

 m
on

th
 

un
its

. [
25

] 

 
[M

us
t b

e]
 …

 
ex

pr
es

se
d 

at
 le

as
t a

s 
th

e 
ye

ar
 a

nd
 m

on
th

 
[1
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C
on

te
nt

s 
– 

qu
an

tit
ie

s 
Th

e 
co

nt
en

t i
n 

te
rm

s 
of

 
e.

g.
 m

as
s,

 v
ol

um
e,

 
vo

lu
m

e 
af

te
r 

re
co

ns
tit

ut
io

n 
an

d/
or

 
th

e 
nu

m
be

r o
f 

m
ea

su
re

m
en

ts
 s

ha
ll 

be
 g

iv
en

.  
[1

0,
 §

4.
1.

7]
 

M
ig

ht
 a

pp
ea

r o
n 

ou
te

r 
pa

ck
ag

e 
la

be
ls

.  
[1

 P
ar

t D
:, 

§8
.2

] 

If 
m

or
e 

th
an

 a
 s

in
gl

e 
de
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rm

in
at

io
n 

m
ay

 b
e 

pe
rfo

rm
ed
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ng
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e 
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t, 
an

y 
st

at
em

en
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f 
th

e 
nu

m
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r o
f t
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 m
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 c
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si
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en
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in
st
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 fo
r u

se
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nd
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nt
 o

f m
at
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l 
pr
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id

ed
.  

[4
, §

3.
3.

3]
 

Th
e 

la
be

l m
us

t b
ea

r t
he

 
de

ta
ils

 s
tri

ct
ly

 n
ec

es
sa

ry
 

fo
r t

he
 u

se
r t

o 
un

iq
ue

ly
 

id
en

tif
y 

th
e 

de
vi

ce
 a

nd
 th

e 
co

nt
en

ts
 o

f t
he

 p
ac

ka
gi

ng
; 

[8
, A

nn
ex

 I.
B.

8.
4 

(b
)] 

W
ei

gh
t, 

vo
lu

m
e 

or
 

nu
m

be
r o

f u
ni

ts
 a

nd
 

ot
he

r p
hy

si
ca

l 
pa

ra
m

et
er

s 
of
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nt
en

ts
 

Fo
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 re
ag

en
t, 

th
e 

la
be

l s
ha

ll 
st

at
e 

a 
de
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at
io

n 
of

 th
e 
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t 

qu
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y 
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 c
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te

nt
s,

 
ex

pr
es

se
d 

in
 te

rm
s 

of
 

w
ei

gh
t o

r v
ol

um
e,

 
nu

m
er

ic
al

 c
ou

nt
, o

r 
an

y 
co

m
bi

na
tio

n 
of

 
th

es
e 

or
 o

th
er

 te
rm

s 
w

hi
ch

 a
cc

ur
at

el
y 

re
fle

ct
 th

e 
co

nt
en

ts
 o

f 
th

e 
pa

ck
ag

e.
  

[3
1,

 S
ec

. 8
09

.1
0(

a)
(7

)]

If 
m

or
e 

th
an

 a
 s

in
gl

e 
de

te
rm

in
at

io
n 

m
ay

 b
e 

pe
rfo

rm
ed

 u
si

ng
 th

e 
pr

od
uc

t, 
an

y 
st

at
em

en
t o

f t
he

 
nu

m
be

r o
f t

es
ts

 s
ha

ll 
be

 c
on

si
st

en
t w

ith
 

in
st

ru
ct

io
ns

 fo
r u

se
 

an
d 
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ou

nt
 o

f 
m

at
er

ia
l p

ro
vi

de
d.

 
[3

1,
 S

ec
. 8

09
.1

0(
a)

(7
)]

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 s
uf

fic
ie

nt
 d

et
ai

ls
 

fo
r t

he
 u

se
r t

o 
id

en
tif

y 
th

e 
de

vi
ce

 o
r, 

w
he

re
 

re
le

va
nt

, t
he

 c
on

te
nt

s 
of

 a
ny

 p
ac

ka
gi

ng
. 

[1
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C
on

te
nt

s 
– 

un
its

 
 

 
 

 
 

Th
e 

us
e 

of
 m

et
ric

 
de

si
gn

at
io

ns
 is

 
en

co
ur

ag
ed

, 
w

he
re

ve
r a

pp
ro

pr
ia

te
. 

[3
1,

 S
ec

. 8
09

.1
0(

a)
(7

)]

 

99
 

C
on

te
nt

s 
– 

ki
t 

co
m

po
ne

nt
s 

In
 th

e 
ca

se
 o

f a
 k

it 
th

e 
co

m
po

ne
nt

s 
sh

al
l b

e 
de

si
gn

at
ed

 in
 th

e 
sa

m
e 

w
ay

 a
s 

on
 th

e 
im

m
ed

ia
te

 c
on

ta
in

er
s 

as
 s

pe
ci

fie
d 

in
 E

N
37

5,
 

§4
.2

.3
. 

[1
0,

 §
4.

1.
7]

 

 
(Im

m
ed

ia
te

 c
on

ta
in

er
) 

la
be

l m
us

t l
is

t k
it 

co
nt

en
ts

, 
in

cl
ud

in
g 

qu
an

tit
ie

s,
 

de
sc

rip
tio

ns
, v

ol
um

es
, 

nu
m

be
r o

f t
es

ts
, e

tc
.  

[4
, §

3.
3.

3]
 

 
 

 
S

ee
 a

bo
ve

. 

10
0 

A
dd

iti
on

al
 

m
at

er
ia

ls
/ 

ac
ce

ss
or

ie
s 

In
fo

rm
at

io
n 

on
 

ad
di

tio
na

l m
at

er
ia

ls
, 

e.
g.

 a
cc

es
so

rie
s,

 m
ay

 
be

 g
iv

en
 o

n 
th

e 
la

be
l 

an
d/

or
 in

 th
e 

in
st

ru
ct

io
ns

 fo
r u

se
 

w
he

re
 p

ra
ct

ic
ab

le
 a

nd
 

ap
pr

op
ria

te
. 

[1
0,

 §
4.

1.
7]

 

 
 

 
N

ot
 re

qu
ire

d 
on

 th
e 

ou
te

r c
on

ta
in

er
. 

 
 

10
1 

In
te

nd
ed

 u
se

 
W

he
re

 a
pp

ro
pr

ia
te

, t
he

 
in

te
nd

ed
 p

ur
po

se
 s

ha
ll 

be
 g

iv
en

. 

E
XA

M
P

LE
S

: 
M

ea
su

re
m

en
t o

f 
gl

uc
os

e 
co

nc
en

tra
tio

n 
in

 s
er

um
; 

m
ea

su
re

m
en

t o
f 

th
ro

m
bo

pl
as

tin
 ti

m
e.

 
[1

0,
 §

4.
1.

8]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
th

e 
in

te
nd

ed
 p

ur
po

se
 o

f 
th

e 
IV

D
 

[1
, A

pp
en

di
x 

B.
8.

5 
b)

] 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
th

e 
ki

nd
 o

f s
am

pl
e 

w
ith

 
w

hi
ch

 th
e 

IV
D

 is
 in

te
nd

ed
 

to
 b

e 
us

ed
 (i

f n
ot

 o
bv

io
us

)
[1

, A
pp

en
di

x 
B.

8.
5 

b)
] 

U
nl

es
s 

se
lf-

ev
id

en
t t

o 
th

e 
in

te
nd

ed
 u

se
r, 

th
e 

la
be

l 
m

us
t i

nd
ic

at
e 

th
e 

m
ed

ic
al

 
co

nd
iti

on
s,

 p
ur

po
se

s 
an

d 
us

es
 fo

r w
hi

ch
 th

e 
de

vi
ce

 
is

 m
an

uf
ac

tu
re

d,
 s

ol
d 

or
 

re
pr

es
en

te
d,

  
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
h)

]

If 
th

e 
in

te
nd

ed
 p

ur
po

se
 o

f 
th

e 
de

vi
ce

 is
 n

ot
 o

bv
io

us
 

to
 th

e 
us

er
, t

he
 

m
an

uf
ac

tu
re

r m
us

t c
le

ar
ly

 
st

at
e 

th
e 

in
te

nd
ed

 
pu

rp
os

e 
in

 th
e 

in
st

ru
ct

io
ns

 
fo

r u
se

 a
nd

, i
f a

pp
ro

pr
ia

te
, 

on
 th

e 
la

be
l. 

[8
, A

nn
ex

 I.
B.

8.
5]

 

N
ot

 re
qu

ire
d 

on
 th

e 
ou

te
r c

on
ta

in
er

. 
Th

e 
la

be
l s

ha
ll 

st
at

e 
th

e 
in

te
nd

ed
 u

se
 o

r 
us

es
 o

f t
he

 p
ro

du
ct

. 
[3

1,
 S

ec
. 8

09
.1

0(
a)

(2
)]

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 th
e 

in
te

nd
ed

 
pu

rp
os

e,
 u

se
r a

nd
 

pa
tie

nt
 p

op
ul

at
io

n 
of

 
th

e 
de

vi
ce

 w
he

re
 

th
es

e 
ar

e 
no

t o
bv

io
us

. 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
ad

di
tio

na
l d

ire
ct

io
ns

/ 
in

st
ru

ct
io

ns
 fo

r t
he

 
pr

op
er

 u
se

 o
f i

n 
vi

tro
 

di
ag

no
st

ic
 m

ed
ic

al
 

de
vi

ce
s 

w
hi

ch
 m

ay
 

in
cl

ud
e:

 In
te

nd
ed

 u
se

 
(e

.g
. m

on
ito

rin
g,

 
sc

re
en

in
g 

or
 

di
ag

no
st

ic
) …

 
[1

6,
 §

5.
2]
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10
2 

In
 v

itr
o 

(d
ia

gn
os

tic
) 

us
e 

A
dd

iti
on

al
ly

 th
e 

in
 v

itr
o 

us
e 

of
 th

e 
re

ag
en

t 
sh

al
l b

e 
in

di
ca

te
d.

 

N
O

TE
 

A
 g

ra
ph

ic
al

 
sy

m
bo

l f
or

 in
 v

itr
o  

di
ag

no
st

ic
 m

ed
ic

al
 

de
vi

ce
 s

ho
ul

d 
be

 u
se

d.
 

[1
0,

 §
4.

1.
8]

 

 
N

o 
sp

ec
ifi

c 
re

fe
re

nc
e 

to
 

ou
te

r c
on

ta
in

er
 la

be
l. 

R
eq

ui
re

d 
on

 im
m

ed
ia

te
 

co
nt

ai
ne

r l
ab

el
.  

W
he

re
 a

pp
ro

pr
ia

te
, t

he
 

la
be

l m
us

t b
ea

r a
 

st
at

em
en

t i
nd

ic
at

in
g 

th
e 

in
 v

itr
o 

us
e 

of
 th

e 
de

vi
ce

; 
[8

, A
nn

ex
 I.

B.
8.

4 
(g

)] 

Th
e 

in
 v

itr
o 

di
ag

no
st

ic
 

us
e 

of
 th

e 
re

ag
en

t 
sh

al
l b

e 
in

di
ca

te
d.

 

Th
e 

la
be

l s
ha

ll 
in

cl
ud

e 
a 

st
at

em
en

t “
Fo

r I
n 

vi
tro

 D
ia

gn
os

tic
 U

se
” 

an
d 

an
y 

ot
he

r l
im

iti
ng

 
st

at
em

en
ts

 
ap

pr
op

ria
te

 to
 th

e 
in

te
nd

ed
 u

se
 o

f t
he

 
pr

od
uc

t. 
[3

1,
 S

ec
. 8

09
.1

0(
a)

(4
)]

N
ot

e 
“IV

D
” i

n 
a 

bo
x 

sy
m

bo
l m

ay
 b

e 
us

ed
 in

 p
la

ce
 o

f “
Fo

r 
In

 v
itr

o 
D

ia
gn

os
tic

 
U

se
” [

39
] 

…
 in

cl
ud

in
g 

an
 

in
di

ca
tio

n 
th

at
 it

 is
 fo

r 
in

 v
itr

o 
di

ag
no

st
ic

 u
se

. 
[1

6,
 §

5.
2]

 

10
3 

S
to

ra
ge

 a
nd

 
ha

nd
lin

g 
– 

ge
ne

ra
l 

in
fo

rm
at

io
n 

Th
e 

st
or

ag
e 

co
nd

iti
on

s 
ne

ce
ss

ar
y 

to
 a

ss
ur

e 
th

e 
st

ab
ilit

y 
of

 th
e 

pr
od

uc
t i

n 
th

e 
un

op
en

ed
 s

ta
te

 s
ha

ll 
be

 in
di

ca
te

d.
 

R
ec

om
m

en
de

d 
st

or
ag

e 
te

m
pe

ra
tu

re
 

in
te

rv
al

s 
sh

al
l b

e 
gi

ve
n.

 

O
th

er
 c

on
di

tio
ns

 th
at

 
af

fe
ct

 s
ta

bi
lit

y,
 e

.g
. 

lig
ht

 o
r h

um
id

ity
, s

ha
ll 

be
 m

en
tio

ne
d.

 

A
ny

 o
th

er
 p

ar
tic

ul
ar

 
m

ea
su

re
s 

to
 b

e 
ta

ke
n 

in
 th

e 
ha

nd
lin

g 
of

 th
e 

pr
od

uc
t s

ha
ll 

be
 g

iv
en

 
(e

. g
 “t

re
at

 a
s 

fra
gi

le
”).

 
[1

0,
 §

4.
1.

9]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
an

y 
pa

rti
cu

la
r s

to
ra

ge
 

an
d/

or
 h

an
dl

in
g 

co
nd

iti
on

s;
 

[1
, A

pp
en

di
x 

B.
8.

5 
g)

] 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
an

y 
sp

ec
ia

l s
to

ra
ge

 
co

nd
iti

on
s 

ap
pl

ic
ab

le
 to

 
th

e 
de

vi
ce

. 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
j) ]

 

In
di

ca
te

 th
e 

st
or

ag
e 

co
nd

iti
on

s 
ne

ce
ss

ar
y 
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en
su

re
 th

e 
st

ab
ilit

y 
of
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e 

pr
od

uc
t i

n 
th

e 
un

op
en

ed
 

st
at

e 
fo

r b
ot

h 
de

vi
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 a
nd
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di
vi
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al

 re
ag

en
ts

. 

R
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om
m

en
de

d 
st
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ag

e 
te

m
pe
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tu

re
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s 

an
d 

ot
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r c
on
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tio
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r 
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or
ag

e 
su

ch
 a

s 
lig

ht
, 

hu
m

id
ity

, e
tc

. s
ho

ul
d 

be
 

st
at

ed
.  

[4
, §

3.
2.

7]
 

Th
e 

la
be

l m
us

t b
ea

r a
ny

 
pa

rti
cu

la
r s

to
ra

ge
 a

nd
/o

r 
ha

nd
lin

g 
co

nd
iti

on
s;

  
[8

, A
nn

ex
 I.

B.
8.

4 
(h

)] 

Th
e 

st
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ag
e 

co
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iti
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ne

ce
ss

ar
y 
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ss
ur

e 
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e 
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un
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 c
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 b
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e 
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ra
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io
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at
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 p
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e 
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e 
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t. 

W
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n 
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m
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ra
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m
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s.
 

N
O

TE
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e 
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s 
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r s
uc

h 
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l b
e 

de
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rm
in
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m
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ni
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l, 
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d 

sp
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ifi
c 

te
st

 m
et

ho
ds

 
su
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 a

s 
th

os
e 

de
sc

rib
ed
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S
ec

. 2
11

.1
66

 o
f t

hi
s 

ch
ap

te
r. 

[3
1,

 S
ec

. 8
09

.1
0(

a)
(5

)]

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar
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ny

 s
pe

ci
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st

or
ag

e 
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d 
ha

nd
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nd
iti

on
s 
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 th

e 
ap

pr
op

ria
te
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ac

ka
gi

ng
 

le
ve

l.  
[1

6,
 §

5.
2]
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H
TF

 

10
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an
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pr
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tio
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an
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D
 re

ag
en

t i
s 
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id
er

ed
 d

an
ge

ro
us

 
(e

.g
. c

he
m

ic
al

, 
ra

di
oa

ct
iv

e 
or

 
bi

ol
og

ic
al

 ri
sk

), 
th

e 
ou

te
r c

on
ta

in
er

 s
ha

ll 
be

 la
be

lle
d 

w
ith

 th
e 

ap
pr

op
ria

te
 d

an
ge

r 
sy

m
bo

l(s
). 

If 
in

 th
e 

ca
se

 o
f 

ch
em

ic
al

 h
az

ar
ds

 th
e 

IV
D

 re
ag

en
t i

s 
no

t 
ac

co
m

pa
ni

ed
 w

ith
 

in
st

ru
ct

io
ns

 fo
r u

se
 

gi
vi

ng
 a

pp
ro

pr
ia

te
 ri

sk
 

an
d 

sa
fe

ty
 p

hr
as

es
, 

th
es

e 
ph

ra
se

s 
sh

al
l b

e 
gi

ve
n 

on
 th

e 
la

be
l o

f 
th

e 
ou

te
r c

on
ta

in
er

. 

N
O

TE
 

Fo
r c

he
m

ic
al

 
ha

za
rd

s 
la

be
lli

ng
 s

ee
 

D
ire

ct
iv

e 
93

/7
2/

E
C

. 
[1

0,
 §

4.
1.

10
] 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
an

y 
w

ar
ni

ng
s,

 re
st

ric
tio

ns
 

or
 p

re
ca

ut
io

ns
 th

at
 s

ho
ul

d 
be

 ta
ke

n,
 in

 re
la

tio
n 

to
 th

e 
us

e 
of

 th
e 

IV
D

; 
[1

, A
pp

en
di

x 
B.

8.
5 

i)]
 

In
di

ca
te

 a
pp

ro
pr

ia
te

 
w

ar
ni

ng
s 

an
d 

pr
ec

au
tio

na
ry

 s
ta

te
m

en
ts

 
fo

r t
he

 s
af

e 
an

d 
ef

fe
ct

iv
e 

us
e 

of
 th

e 
IV

D
D

. 
[4

, §
3.

2.
5.

2]
 

Th
e 

la
be

l m
us

t b
ea

r 
ap

pr
op

ria
te

 w
ar

ni
ng

s 
an

d/
or

 p
re

ca
ut

io
ns

 to
 

ta
ke

, w
hi

ch
 m

ay
 ta

ke
 th

e 
fo

rm
 o

f s
ym

bo
ls

;  
[8

, A
nn

ex
 I.

B.
8.

4 
(j)

] 

In
 th

e 
ca

se
 o

f d
ev

ic
es

 
co

nt
ai

ni
ng

 o
r a

 
pr

ep
ar

at
io

n 
w

hi
ch

 m
ay

 b
e 

co
ns

id
er

ed
 a

s 
be

in
g 

da
ng

er
ou

s,
 ta

ki
ng

 
ac

co
un

t o
f t

he
 n

at
ur

e 
an

d 
qu

an
tit

y 
of

 it
s 

co
ns

tit
ue

nt
s 

an
d 

th
e 

fo
rm

 u
nd

er
 w

hi
ch

 
th

ey
 a

re
 p

re
se

nt
, r

el
ev

an
t 

da
ng

er
 s

ym
bo

ls
 a

nd
 

la
be

lli
ng

 re
qu

ire
m

en
ts

 o
f 

D
ire

ct
iv

e 
67

/5
48

/E
E

C
 a

nd
 

D
ire

ct
iv

e 
88

/3
79

/E
E

C
 

sh
al

l a
pp

ly
. [

8,
 A

nn
ex

 
I.B

.8
.3

.] 

Th
e 

pr
ov

is
io

ns
 o

f t
he

 
af

or
em

en
tio

ne
d 

D
ire

ct
iv

es
 

on
 th

e 
sa

fe
ty

 d
at

a 
sh

ee
t 

sh
al

l a
pp

ly
, u

nl
es

s 
al

l 
re

le
va

nt
 in

fo
rm

at
io

n 
as

 
ap

pr
op

ria
te

 is
 a

lre
ad

y 
m

ad
e 

av
ai

la
bl

e 
by

 th
e 

in
st

ru
ct

io
ns

 fo
r u

se
. 

[8
, A

nn
ex

 I.
B.

8.
3.

] 

W
he

re
 th

er
e 

is
 in

su
ffi

ci
en

t 
sp

ac
e 

to
 p

ut
 a

ll 
th

e 
in

fo
rm

at
io

n 
on

 th
e 

de
vi

ce
 

its
el

f o
r o

n 
its

 la
be

l, 
th

e 
re

le
va

nt
 d

an
ge

r s
ym

bo
ls

 
sh

al
l b

e 
pu

t o
n 

th
e 

la
be

l 
an

d 
th

e 
ot

he
r i

nf
or

m
at

io
n 

re
qu

ire
d 

by
 th

os
e 

D
ire

ct
iv

es
 s

ha
ll 

be
 g

iv
en

 
in

 th
e 

in
st

ru
ct

io
ns

 fo
r u

se
. 

[8
, A

nn
ex

 I.
B.

8.
3.

] 

If 
an

 IV
D

 is
 s

ub
je

ct
ed

 
to

 a
s 

da
ng

er
ou

s,
 th

e 
ou

te
r c

on
ta

in
er

 s
ha

ll 
be

 la
be

lle
d 

w
ith

 th
e 

ap
pr

op
ria

te
 d

an
ge

r 
sy

m
bo

l. 

Th
e 

la
be

l s
ha

ll 
in

cl
ud

e 
a 

st
at

em
en

t o
f 

w
ar

ni
ng

s 
or

 
pr

ec
au

tio
ns

 fo
r u

se
rs

 
as

 e
st

ab
lis

he
d 

in
 th

e 
re

gu
la

tio
ns

 c
on

ta
in

ed
 

in
 1

6 
C

FR
 p

ar
t 1

50
0 

an
d 

an
y 

ot
he

r 
w

ar
ni

ng
s 

ap
pr

op
ria

te
 

to
 th

e 
ha

za
rd

 
pr

es
en

te
d 

by
 th

e 
pr

od
uc

t; 
 

[3
1,

 S
ec

. 8
09

.1
0(

a)
(4

)]

A
 s

ta
te

m
en

t o
f 

w
ar

ni
ng

s 
or

 
pr

ec
au

tio
ns

 fo
r u

se
rs

 
as

 e
st

ab
lis

he
d 

in
 th

e 
re

gu
la

tio
ns

 c
on

ta
in

ed
 

in
 1

6 
C

FR
 P

ar
t 1

50
0 

an
d 

an
y 

ot
he

r 
w

ar
ni

ng
s 

ap
pr

op
ria

te
 

to
 th

e 
ha

za
rd

 
pr

es
en

te
d 

by
 th

e 
pr

od
uc

t; 
 

[3
1,

 S
ec

. 8
09

.1
0(

a)
(4

)]

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 a
ny

 w
ar

ni
ng

s,
 

pr
ec

au
tio

ns
, 

lim
ita

tio
ns

 o
r 

co
nt

ra
in

di
ca

tio
ns

.  
[1

6,
 §

5.
2]
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S
to
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ge

 
in

st
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ns
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af
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r 

re
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tit

ut
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n/
m

ix
in

g 

 
 

Fo
r p

ro
du

ct
s 

re
qu

iri
ng

 
fu

rth
er

 m
an

ip
ul

at
io

n,
 s

uc
h 

as
 re

co
ns

tit
ut

io
n 

an
d/

or
 

m
ix

in
g 

be
fo

re
 u

se
 a

nd
 

w
ith

 s
to

ra
ge

 in
 th

e 
or

ig
in

al
 

bo
ttl

e,
 th

e 
re

ag
en

t l
ab

el
 

m
us

t i
nc

lu
de

 a
pp

ro
pr

ia
te

 
st

or
ag

e 
in

st
ru

ct
io

ns
 fo

r 
th

e 
re

co
ns

tit
ut

ed
 o

r m
ix

ed
 

pr
od

uc
t. 

[4
, §

3.
4.

4]
 

 
 

Fo
r p

ro
du

ct
s 

re
qu

iri
ng

 
m

an
ip

ul
at

io
n,

 s
uc

h 
as

 
re

co
ns

tit
ut

io
n 

an
d/

or
 

m
ix

in
g 

be
fo

re
 u

se
, 

ap
pr

op
ria

te
 s

to
ra

ge
 

in
st

ru
ct

io
ns

 s
ha

ll 
be

 
pr

ov
id

ed
 fo

r t
he

 
re

co
ns

tit
ut

ed
 o

r m
ix

ed
 

pr
od

uc
t w

hi
ch

 is
 to

 b
e 

st
or

ed
 in

 th
e 

or
ig

in
al

 
co

nt
ai

ne
r. 

Th
e 

ba
si

s 
fo

r s
uc

h 
in

st
ru

ct
io

ns
 

sh
al

l b
e 

de
te

rm
in

ed
 

by
 re

lia
bl

e,
 

m
ea

ni
ng

fu
l, 

an
d 

sp
ec

ifi
c 

te
st

 m
et

ho
ds

 
su

ch
 a

s 
th

os
e 

de
sc

rib
ed

 in
 2

11
.1

66
 

of
 th

is
 c

ha
pt

er
.  

[3
1,

 S
ec

. 
80

9.
10

(a
)(5

)] 

 

10
6 

S
pe

ci
fic

 
la

be
lli

ng
 

st
at

em
en

ts
 

 
IV

D
 la

be
lli

ng
 m

us
t b

ea
r, 

if 
ap

pl
ic

ab
le

, t
he

 w
or

ds
 

“F
O

R
 E

XP
O

R
T 

O
N

LY
.” 

[1
, A

pp
en

di
x 

B.
8.

5 
k)

] 

 
Th

e 
C

E
 m

ar
ki

ng
 o

f 
co

nf
or

m
ity

 m
us

t a
ls

o 
ap

pe
ar

 o
n 

th
e 

sa
le

s 
pa

ck
ag

in
g.

 T
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 C
E

 
m

ar
ki

ng
 s

ha
ll 

be
 

ac
co

m
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ni
ed

 b
y 

th
e 

id
en

tif
ic

at
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n 
nu

m
be

r o
f 

th
e 

no
tif

ie
d 

bo
dy

 …
 

[8
, A

rti
cl

e1
6.

2]
 

Th
e 

Ja
pa

ne
se

 
ap

pr
ov

al
 n

um
be

r 
sh

ou
ld

 b
e 

gi
ve

n 
on

 
th

e 
pa

ck
ag

e 
in

se
rt.

 
W

he
re

 th
e 

pr
od

uc
t 

ca
rri

es
 n

o 
pa

ck
ag

e 
in

se
rt,

 th
e 

nu
m

be
r 

sh
ou

ld
 b

e 
in

di
ca

te
d 

in
 

th
e 

co
nt

ai
ne

r o
r 

w
ra

pp
er

. 

 
 

ISO/TR 18112:2006(E) 

© ISO 2006 – All rights reserved  49Copyright International Organization for Standardization 
Reproduced by IHS under license with ISO 

Not for ResaleNo reproduction or networking permitted without license from IHS

-
-
`
,
,
`
`
`
,
,
,
,
`
`
`
`
-
`
-
`
,
,
`
,
,
`
,
`
,
,
`
-
-
-



# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

10
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m
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be
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 3
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, §
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2)
 

 
 

 
 

 

10
8 

R
eq

ui
re

d 
in

fo
rm

at
io

n 
Th

e 
la

be
l f

or
 a

n 
im

m
ed

ia
te

 c
on

ta
in

er
 

sh
al

l g
iv

e 
th

e 
in

fo
rm

at
io

n 
sp

ec
ifi

ed
 in

 
E

N
37

5,
 §

4.
2.

2 
to

 
4.

2.
10

 in
 le

gi
bl

e 
ch

ar
ac

te
rs

 a
nd

/o
r 

sy
m

bo
ls

. [
10

, §
4.

2.
1]

 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
th

e 
fo

llo
w

in
g 

pa
rti

cu
la

rs
, 

w
hi

ch
 m

ay
 ta

ke
 th

e 
fo

rm
 

of
 s

ym
bo

ls
 a

s 
ap

pr
op

ria
te

: 
[1

, A
pp

en
di

x 
B.

8.
5]

 

In
fo

rm
at

io
n 

th
at

 m
ig

ht
 

ap
pe

ar
 o

n 
in

ne
r 

pa
ck

ag
in

g 
in

cl
ud

es
 b

ut
 is

 
no

t l
im

ite
d 

to
: 

⎯
 

na
m

e 
of

 re
ag

en
t; 

⎯
 

co
nt

en
ts

, e
.g

. t
he

 
qu

an
tit

y 
of

 p
ro

du
ct

 
w

ith
in

 a
 p

ar
tic

ul
ar

 
vi

al
, e

tc
.; 

⎯
 

ba
tc

h/
lo

t n
um

be
r, 

an
d 

⎯
 

ex
pi

ra
tio

n 
da

te
, e

tc
. 

[1
, P

ar
t D

, §
8.

3]
 

Im
m

ed
ia

te
 c

on
ta

in
er

 la
be

l 
re

qu
ire

m
en

ts
 a

re
 

in
di

ca
te

d 
be

lo
w

. [
4,

 §
3.

3]
 

Th
e 

la
be

l m
us

t b
ea

r t
he

 
fo

llo
w

in
g 

pa
rti

cu
la

rs
 w

hi
ch

 
m

ay
 ta

ke
 th

e 
fo

rm
 o

f 
sy

m
bo

ls
 a

s 
ap

pr
op

ria
te

: 
[8

, A
nn

ex
 I.

B.
8.

4.
] 

Th
e 

fo
llo

w
in

g 
ite

m
s 

sh
ou

ld
 b

e 
la

be
lle

d 
on

 
th

e 
im

m
ed

ia
te

 
co

nt
ai

ne
r o

r t
he

 
im

m
ed

ia
te

 w
ra

pp
er

, 
ex

ce
pt

 in
 th

os
e 

ca
se

s 
ex

cl
ud

ed
 fr

om
 th

e 
re

qu
ire

m
en

t b
y 

a 
se

pa
ra

te
 o

rd
in

an
ce

. 
(D

et
ai

ls
 o

m
itt

ed
) 

La
be

llin
g 

of
 k

its
 

(s
et

s)
: 

Fo
r i

n 
vi

tro
 

di
ag

no
st

ic
s 

ki
ts

 
ap

pr
ov

ed
 a

s 
a 

si
ng

le
 

re
ag

en
t p

ro
du

ct
, e

ac
h 

co
nt

ai
ne

r i
n 
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e 

ki
t 

sh
al

l b
e 
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id
er

ed
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 a

n 
im

m
ed

ia
te
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nt
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ne
r. 

 

Th
e 

[im
m

ed
ia

te
 

co
nt

ai
ne

r] 
la

be
l s
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ll 

st
at

e 
th

e 
fo

llo
w

in
g 

in
fo

rm
at

io
n 

 
[3

1,
 S

ec
. 8

09
.1

0(
a)

] 

If 
th
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en
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f t
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s 
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fo
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n 
on

 th
e 

im
m

ed
ia

te
 c
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in
er

 
w

ill
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rfe
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 w
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at
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n 
m

ay
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r o
n 
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e 

ou
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e 

co
nt
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ne

r o
r 

w
ra

pp
er
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er
 th

an
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 th

e 
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m
ed

ia
te

 
co

nt
ai

ne
r l

ab
el

. 
[3

1,
 S

ec
. 

80
9.

10
(a

)(1
0)

(ii
)] 
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P
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 re
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g 
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d 
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llin
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te
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9 
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m
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d 
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e 
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bl
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l f
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 b
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0,

 §
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 p
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t b
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di

x 
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 p
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at
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n 
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w
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. 2
1,
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e 
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re

ct
io

ns
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r u
se
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ll 
ac

co
m

pa
ny
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e 
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ce
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 b
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se
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ut
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n 
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e 
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e 
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e 
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t b
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ex
 I.
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1.
] 

In
 th

e 
ca

se
 o
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ed
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 c
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s 

to
o 

sm
al
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o 
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m
m

od
at

e 
a 
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l 
w
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uf
fic

ie
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in
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at
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in
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d 
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n 
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* m
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m
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r 
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te
d 
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t 
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w
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l o
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e)
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n 
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ia
te

 c
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or
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ll 

be
 la

be
lle
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e 
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r c
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et

ai
ls
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) 
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m
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 c
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ta
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s 
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o 
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m
m
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a 
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fic
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ll 
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n 
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d 

w
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e 
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ck
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 o

ut
er

 c
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ta
in
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m
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re
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m

ov
ed

 fo
r u

se
, t
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fo

rm
at

io
n 
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ire
d 

by
 p

ar
ag

ra
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s 
(a

) (
2)

, 
(3

), 
(4

), 
(5

), 
(6

) (
ii)

, (
iii)

 
an

d 
(7

) o
f t

hi
s 

S
ec

. 
m

ay
 a

pp
ea

r i
n 

th
e 

ou
te

r c
on

ta
in

er
 

la
be

lli
ng

 o
nl

y.
 

[3
1,

 S
ec

. 
80

9.
10

(a
)(1

0)
(i)

] 

S
ee

 G
en

er
al

 
P

rin
ci

pl
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 re
ga

rd
in

g 
lo

ca
tio

n 
of

 re
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ire
d 

la
be

lli
ng

 in
fo

rm
at

io
n.
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11
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G
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e 
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n 
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ed
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te

 c
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ta
in

er
 

sh
al

l g
iv

e 
th

e 
in

fo
rm

at
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n 
sp

ec
ifi

ed
 in

 
E

N
37

5,
 §

4.
2.

2 
to

 
4.

2.
10

 in
 le

gi
bl

e 
ch

ar
ac

te
rs

 a
nd

/o
r 

sy
m

bo
ls

. [
10

, §
4.

2.
1]

 

IV
D

 la
be

lli
ng

 …
 m

ay
 ta

ke
 

th
e 

fo
rm

 o
f s

ym
bo

ls
 a

s 
ap

pr
op

ria
te

: 
[1

, A
pp

en
di

x 
B.

8.
5]

 

 
W

he
re

 a
pp

ro
pr

ia
te

, t
he

 
in

fo
rm
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io

n 
to

 b
e 

su
pp

lie
d 

sh
ou

ld
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 th

e 
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rm
 o

f 
sy
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bo

ls
. 

A
ny

 s
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l a
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id
en
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 u
se

d 
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t c
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e 
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 fo
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o 
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da
rd

s 
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th
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 c
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t b
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 th
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do

cu
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en
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pp

lie
d 

w
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e 
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vi
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[8
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nn
ex
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B.

8.
2.

] 

 
A
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du
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m
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an

de
d 

“if
 it

 d
oe

s 
no
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r s
uc
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sy
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m
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at
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ed
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r S
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. 5

10
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s 
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e 

S
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 b
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re
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la

tio
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re
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ire
s”
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D
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C
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)] 

FD
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 re
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iz

ed
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bo

ls
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 d
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N
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0]
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r l
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r 
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t 
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e 
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e 
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fie
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 w
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in
g 
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9]
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e 
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e 
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in
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re
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ed
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.e
. 

st
an

da
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) 
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d 
be
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d 
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 d
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t c
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 b
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a 
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e 
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rt 
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r u
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r. 

W
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e 

m
ea

ni
ng

 o
f t
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m

bo
l i

s 
no

t o
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 th
e 

de
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ce
 u

se
r, 

e.
g.

 fo
r a
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er
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r 
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r a

 n
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ly
 in
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du
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d 

sy
m

bo
l, 
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ex
pl

an
at

io
n 

sh
ou

ld
 b

e 
pr
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id

ed
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ith
 th

e 
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vi
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16
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5.

1]
 

11
1 
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ng
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ge
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In

fo
rm

at
io

n 
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is

tin
g 

of
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ro
pe
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nd
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m
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 d
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s 
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t 
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n 
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m
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ua
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0,

 §
4.

2.
1]

 

Th
e 

in
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io
n 

m
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t b
e 

pr
ov

id
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 E

ng
lis

h,
 a

nd
 

m
ay

 a
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o 
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 p
ro

vi
de

d 
in

 
an

y 
ot

he
r l

an
gu

ag
e.

 
[1

, A
pp

en
di

x 
B.

8.
2 

a)
 b

).]
 

…
 in

fo
rm

at
io

n 
sh

al
l, 

as
 a

 
m

in
im

um
, b

e 
in

 e
ith

er
 

E
ng

lis
h 

or
 F

re
nc

h 
 

[5
, P

ar
t 1

. S
ec

. 2
3(

1)
] 

..w
he

re
 th

e 
di

re
ct

io
ns

 fo
r 

us
e 

ar
e 

su
pp

lie
d 

in
 o

nl
y 

on
e 

of
fic

ia
l l

an
gu

ag
e 
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th
e 

tim
e 

of
 s

al
e,

 d
ire

ct
io

ns
 

fo
r u

se
 in

 th
e 

ot
he

r o
ffi
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al
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ge
 s
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ll 
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 m
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e 
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e 
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 th
e 

m
an

uf
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re

r a
s 

so
on

 a
s 
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ss

ib
le

 a
t t

he
 re

qu
es

t o
f 

th
e 

pu
rc

ha
se

r 
[5

, P
ar

t 1
. S

ec
. 2

3(
2)

] 

M
em

be
r S

ta
te

s 
m

ay
 

re
qu

ire
 th

e 
in

fo
rm

at
io

n 
to

 
be

 s
up

pl
ie

d 
pu

rs
ua

nt
 to

 
A

nn
ex

 I,
 p

ar
t B

, S
ec

. 8
 

to
 b

e 
in

 th
ei

r o
ffi

ci
al

 
la

ng
ua

ge
(s

) w
he

n 
a 

de
vi

ce
 re

ac
he

s 
th

e 
fin

al
 

us
er

. 
P

ro
vi

de
d 

th
at

 s
af

e 
an

d 
co

rre
ct

 u
se

 o
f t
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 d

ev
ic

e 
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ed

, M
em

be
r 

S
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te
s 

m
ay

 a
ut
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riz

e 
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e 
in

fo
rm

at
io

n 
re

fe
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d 
to
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e 

fir
st

 s
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pa
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ap

h 
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 o

ne
 o

r m
or

e 
ot

he
r 

of
fic

ia
l C

om
m

un
ity

 
la

ng
ua

ge
(s

). 

S
ha

ll 
be

 in
 J

ap
an

es
e 

A
ll 

w
or

ds
, s

ta
te

m
en

ts
, 

an
d 

ot
he

r i
nf

or
m

at
io

n 
re

qu
ire

d 
by

 o
r u

nd
er

 
au

th
or

ity
 o

f t
he

 a
ct

 to
 

ap
pe

ar
 o

n 
th

e 
la

be
l o

r 
la

be
lli

ng
 s

ha
ll 

ap
pe

ar
 

th
er

eo
n 

in
 th

e 
E

ng
lis

h 
la

ng
ua

ge
, p

ro
vi

de
d,

 
ho

w
ev

er
, t

ha
t i

n 
th

e 
ca

se
 o

f a
rti

cl
es

 
di

st
rib

ut
ed

 s
ol

el
y 

in
 

th
e 

C
om

m
on

w
ea

lth
 o

f 
P

ue
rto

 R
ic

o 
or

 in
 a

 
Te

rri
to

ry
 w

he
re

 th
e 

pr
ed

om
in

an
t 

la
ng

ua
ge

 is
 o

ne
 o

th
er

 
th

an
 E

ng
lis

h,
 th

e 

S
ee

 G
en

er
al

 
P

rin
ci

pl
es

. 
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ar

t 1
. S

ec
. 2

3(
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] 
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e 
ap
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at
io
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is
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be
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ta
te
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 c
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 m
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 b
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l c
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at
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ac

tu
re

r. 
 

[8
, A

nn
ex

 I.
B.

8.
4(

a)
.]  

N
am

e 
an

d 
ad

dr
es

s 
of

 
m

an
uf

ac
tu

re
r o

r 
im

po
rte

r. 
Fo

r 
ap

pr
ov

ed
 re

ag
en

ts
 o

f 
fo

re
ig

n 
m

an
uf

ac
tu

re
, 

th
e 

na
m

e 
an

d 
th

e 
co

un
try

 o
f r

es
id

en
ce

 
of

 th
e 

ap
pl

ic
an

t 
re

ce
iv

in
g 

ap
pr

ov
al

 fo
r 

fo
re

ig
n 

m
an

uf
ac

tu
re

 
ar

e 
to

 b
e 

re
co

rd
ed

, 
al

on
g 

w
ith

 th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 th
e 

do
m

es
tic

 c
ar

et
ak

er
. 

Th
e 

la
be

l s
ha

ll 
st

at
e 

th
e 

na
m

e 
an

d 
pl

ac
e 

of
 

bu
si

ne
ss

 o
f 

m
an

uf
ac

tu
re

r, 
pa

ck
er

, 
or

 d
is

tri
bu

to
r. 

 
[3

1,
 S

ec
. 

80
9.

10
(a

)(8
)] 

M
us

t a
pp

ea
r o

n 
im

m
ed

ia
te

 c
on

ta
in

er
 

la
be

l p
er

 3
1,

 S
ec

. 
80

9.
10

(a
)(1

0)
(i)

 

N
O

TE
 

“M
an

uf
ac

-
tu

re
r” 

sy
m

bo
l m

ay
 b

e 
us

ed
 in

 p
la

ce
 o

f t
he

 
st

at
em

en
t 

“M
an

uf
ac

tu
re

d 
by

__
__

_”
  

[3
9]

  

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 th
e 

na
m

e 
or

 
tra

de
 n

am
e 

an
d 

ad
dr

es
s 

of
 th

e 
m

an
uf

ac
tu

re
r a

nd
, i

f 
ap

pr
op

ria
te

, a
 p

ho
ne

 
nu

m
be

r a
nd

/o
r f

ax
 

nu
m

be
r a

nd
/o

r 
w

eb
si

te
 a

dd
re

ss
 to

 
ob

ta
in

 te
ch

ni
ca

l 
as

si
st

an
ce

. [
16

, §
5.

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

11
4 

D
ev

ic
e 

na
m

e 
an

d/
or

 
id

en
tif

ic
at

io
n 

Th
e 

na
m

e 
sh

al
l e

ns
ur

e 
pr

op
er

 id
en

tif
ic

at
io

n 
to

 
th

e 
us

er
 o

f t
he

 
pr

od
uc

t. 
[1

0,
 §

4.
2.

3]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
su

ffi
ci

en
t i

nf
or

m
at

io
n 

to
 

en
ab

le
 th

e 
us

er
 to

 id
en

tif
y 

th
e 

IV
D

; 
[1

, A
pp

en
di

x 
B.

8.
5 

c)
] 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
na

m
e 

of
 th

e 
de

vi
ce

; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
a)

]

N
am

e 
of

 th
e 

IV
D

D
 is

 
re

qu
ire

d 
on

 th
e 

Im
m

ed
ia

te
 

co
nt

ai
ne

r l
ab

el
 

[4
, §

3.
3.

1]
 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
id

en
tif

ie
r o

f t
he

 d
ev

ic
e,

 
in

cl
ud

in
g 

th
e 

id
en

tif
ie

r o
f 

an
y 

m
ed

ic
al

 d
ev

ic
e 

th
at

 is
 

pa
rt 

of
 a

 s
ys

te
m

, t
es

t k
it,

 
m

ed
ic

al
 d

ev
ic

e 
gr

ou
p,

 
m

ed
ic

al
 d

ev
ic

e 
fa

m
ily

 o
r 

m
ed

ic
al

 d
ev

ic
e 

gr
ou

p 
fa

m
ily

; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
c)

]

Th
e 

id
en

tif
ie

r o
r c

at
al

og
ue

 
nu

m
be

r o
f t

he
 IV

D
D

 is
 

re
qu

ire
d 

on
 th

e 
Im

m
ed

ia
te

 
co

nt
ai

ne
r l

ab
el

. [
4,

 §
3.

3.
9]

Th
e 

la
be

l m
us

t b
ea

r t
he

 
de

ta
ils

 s
tri

ct
ly

 n
ec

es
sa

ry
 

fo
r t

he
 u

se
r t

o 
un

iq
ue

ly
 

id
en

tif
y 

th
e 

de
vi

ce
 a

nd
 th

e 
co

nt
en

ts
 o

f t
he

 p
ac

ka
gi

ng
; 

[8
, A

nn
ex

 I.
B.

8.
4(

b)
] 

N
am

e 
(th

e 
na

m
e 

de
si

gn
at

ed
 b

y 
th

e 
Ja

pa
ne

se
 

P
ha

rm
ac

op
oe

ia
 (J

P
) 

fo
r r

ea
ge

nt
s 

lis
te

d 
in

 
th

e 
JP

; t
he

 g
en

er
ic

 
na

m
e 

fo
r r

ea
ge

nt
s 

no
t 

lis
te

d 
in

 th
e 

JP
, o

r t
he

 
ap

pr
ov

ed
 b

ra
nd

 n
am

e 
if 

re
ag

en
ts

 a
re

 n
ot

 
lis

te
d 

in
 th

e 
JP

 a
nd

 n
o 

ge
ne

ric
 n

am
e 

ex
is

ts
. 

Th
e 

na
m

e 
de

si
gn

at
ed

 
by

 J
P 

sh
al

l 
ac

co
m

pa
ny

 th
e 

w
or

ds
 

JP
. 

Th
e 

la
be

l s
ha

ll 
st

at
e 

th
e 

pr
op

rie
ta

ry
 n

am
e 

an
d 

es
ta

bl
is

he
d 

na
m

e 
(c

om
m

on
 o

r u
su

al
 

na
m

e)
, i

f a
ny

. 
[3

1,
 S

ec
. 

80
9.

10
(a

)(1
)] 

R
eq

ui
re

d 
on

 
im

m
ed

ia
te

 c
on

ta
in

er
 

la
be

l p
er

 [3
1,

 S
ec

. 
80

9.
10

(a
)(1

0)
(i)

 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 s
uf

fic
ie

nt
 d

et
ai

ls
 

fo
r t

he
 u

se
r t

o 
id

en
tif

y 
th

e 
de

vi
ce

 o
r, 

w
he

re
 

re
le

va
nt

, t
he

 c
on

te
nt

s 
of

 a
ny

 p
ac

ka
gi

ng
. 

[1
6,

 §
5.

2]
 

11
5 

K
it 

co
m

po
ne

nt
s 

A
dd

iti
on

al
ly

, i
n 

a 
ki

t 
ea

ch
 c

om
po

ne
nt

 s
ha

ll 
be

 id
en

tif
ie

d 
by

 n
am

e,
 

le
tte

r, 
nu

m
be

r, 
sy

m
bo

l, 
co

lo
ur

 o
r g

ra
ph

ic
s 

in
 

th
e 

sa
m

e 
m

an
ne

r a
s 

de
sc

rib
ed

 in
 th

e 
in

st
ru

ct
io

ns
 fo

r u
se

 o
r 

on
 th

e 
ou

te
r c

on
ta

in
er

. 
[1

0,
 §

4.
2.

3]
 

W
he

re
ve

r r
ea

so
na

bl
e 

an
d 

pr
ac

tic
ab

le
, I

V
D

 la
be

lli
ng

 
m

us
t b

ea
r i

de
nt

ifi
ca

tio
n 

by
 

ba
tc

h 
nu

m
be

r, 
of

 a
ll 

of
 th

e 
IV

D
’s

 c
om

po
ne

nt
s,

 s
o 

as
 

to
 a

llo
w

 a
ll 

ap
pr

op
ria

te
 

ac
tio

n 
to

 d
et

ec
t a

ny
 

po
te

nt
ia

l r
is

k 
po

se
d 

by
 th

e 
co

m
po

ne
nt

s.
 

[1
, A

pp
en

di
x 

B.
8.

6]
 

Fo
r r

ea
ge

nt
s 

to
 b

e 
us

ed
 

w
ith

in
 a

 s
in

gl
e 

ki
t, 

th
e 

re
ag

en
t l

ab
el

 m
us

t 
in

di
ca

te
 th

e 
na

m
e 

of
 th

e 
re

ag
en

t a
nd

 th
e 

na
m

e 
of

 
th

e 
IV

D
D

. 

Fo
r m

ul
tip

ur
po

se
 re

ag
en

ts
 

w
hi

ch
 c

an
 b

e 
us

ed
 w

ith
 a

 
nu

m
be

r o
f k

its
, t

he
 n

am
e 

of
 th

e 
re

ag
en

t o
n 

th
e 

la
be

l 
sh

ou
ld

 b
e 

su
ffi

ci
en

t. 
 

[4
, §

3.
4.

1]
 

Fo
r r

ea
ge

nt
s 

to
 b

e 
us

ed
 

w
ith

in
 a

 s
in

gl
e 

ki
t, 

th
e 

re
ag

en
t l

ab
el

 m
us

t 
in

di
ca

te
 th

e 
id

en
tif

ie
r o

r 
ca

ta
lo

gu
e 

nu
m

be
r o

f t
he

 
re

ag
en

t, 
w

he
re

 
ap

pl
ic

ab
le

.  
[4

, §
3.

4.
8]

 

W
he

re
ve

r r
ea

so
na

bl
e 

an
d 

pr
ac

tic
ab

le
, t

he
 d

ev
ic

es
 

an
d 

se
pa

ra
te

 c
om

po
ne

nt
s 

m
us

t b
e 

id
en

tif
ie

d,
 w

he
re

 
ap

pr
op

ria
te

 in
 te

rm
s 

of
 

ba
tc

he
s,

 to
 a

llo
w

 a
ll 

ap
pr

op
ria

te
 a

ct
io

n 
to

 
de

te
ct

 a
ny

 p
ot

en
tia

l r
is

k 
po

se
d 

by
 th

e 
de

vi
ce

s 
an

d 
de

ta
ch

ab
le

 c
om

po
ne

nt
s.

[8
, A

nn
ex

 I.
B.

8.
6.

] 
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

11
6 

M
ic

ro
bi

o-
lo

gi
ca

l s
ta

te
 

If 
ne

ce
ss

ar
y 

fo
r p

ro
pe

r 
pe

rfo
rm

an
ce

 o
f t

he
 

IV
D

 re
ag

en
t, 

th
e 

m
ic

ro
bi

ol
og

ic
al

 s
ta

te
 o

r 
st

at
e 

of
 c

le
an

lin
es

s,
 

e.
g 

“m
ic

ro
bi

ol
og

ic
al

ly
 

co
nt

ro
lle

d”
 o

r “
st

er
ile

”, 
sh

al
l b

e 
gi

ve
n.

 
[1

0,
 §

4.
2.

4]
 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r, 
w

he
re

 a
pp

ro
pr

ia
te

, t
he

 
w

or
d 

“S
TE

R
IL

E
”, 

an
d 

in
fo

rm
at

io
n 

ab
ou

t t
he

 
m

et
ho

d 
th

at
 w

as
 u

se
d 

to
 

st
er

ili
ze

 th
e 

de
vi

ce
; 

[1
, A

pp
en

di
x 

B.
8.

5 
d)

] 

Th
e 

la
be

l m
us

t i
nc

lu
de

 th
e 

w
or

d 
“S

te
ril

e”
, i

f t
he

 
m

an
uf

ac
tu

re
r i

nt
en

ds
 th

e 
de

vi
ce

 to
 b

e 
so

ld
 in

 a
 

st
er

ile
 c

on
di

tio
n;

 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
f)]

 

Th
e 

la
be

l m
us

t b
ea

r, 
w

he
re

 a
pp

ro
pr

ia
te

, t
he

 
w

or
d 

“S
TE

R
IL

E
” o

r a
 

st
at

em
en

t i
nd

ic
at

in
g 

an
y 

sp
ec

ia
l m

ic
ro

bi
ol

og
ic

al
 

st
at

e 
or

 s
ta

te
 o

f 
cl

ea
nl

in
es

s;
  

[8
, A

nn
ex

 I.
B.

8.
4(

c)
] 

N
ot

 re
qu

ire
d 

 
Th

e 
la

be
llin

g 
sh

ou
ld

 
w

he
re

 a
pp

lic
ab

le
 b

ea
r 

an
 in

di
ca

tio
n 

th
at

 th
e 

de
vi

ce
 is

 s
te

ril
e 

an
d 

ne
ce

ss
ar

y 
in

st
ru

ct
io

ns
 

in
 th

e 
ev

en
t o

f 
da

m
ag

e 
to

 s
te

ril
e 

pa
ck

ag
in

g 
an

d,
 w

he
re

 
ap

pr
op

ria
te

, 
de

sc
rip

tio
n 

of
 

m
et

ho
ds

 o
f r

e-
st

er
ili

za
tio

n.
 [1

6,
 §

5.
2]

 

11
7 

B
at

ch
 c

od
e 

A
 b

at
ch

 c
od

e 
sh

al
l b

e 
gi

ve
n.

 

N
O

TE
 

Th
e 

gr
ap

hi
ca

l s
ym

bo
l a

s 
gi

ve
n 

in
 E

N
 9

80
 

sh
ou

ld
 b

e 
us

ed
.  

[1
0,

 §
4.

2.
5]

 

IV
D

 la
be

lli
ng

 m
us

t b
ea

r 
th

e 
ba

tc
h 

co
de

, l
ot

 
nu

m
be

r o
r s

er
ia

l n
um

be
r 

of
 th

e 
IV

D
; 

[1
, A

pp
en

di
x 

B.
8.

5 
e)

] 

Th
e 

Im
m

ed
ia

te
 c

on
ta

in
er

 
la

be
l m

us
t i

nc
lu

de
 a

 
C

O
N

TR
O

L 
N

U
M

B
E

R
 is

 
re

qu
ire

d 
fo

r C
la

ss
 II

I 
an

d 
IV

 IV
D

D
s,

 in
 o

rd
er

 to
 

de
te

rm
in

e 
th

e 
co

m
pl

et
e 

m
an

uf
ac

tu
rin

g 
hi

st
or

y 
of

 
th

e 
pr

od
uc

t. 
It 

is
 s

ta
nd

ar
d 

co
nv

en
tio

n 
fo

r m
os

t I
V

D
D

 
ki

ts
 o

r k
it 

co
m

po
ne

nt
s 

to
 

in
di

ca
te

 a
 lo

t n
um

be
r. 

If 
it 

is
 a

 m
ul

tip
le

 u
ni

t 
pr

od
uc

t, 
th

e 
C

O
N

TR
O

L 
N

U
M

B
E

R
 s

ho
ul

d 
pe

rm
it 

tra
ci

ng
 th

e 
id

en
tit

y 
of

 th
e 

in
di

vi
du

al
 u

ni
ts

.  
[4

, §
3.

3.
8]

 

Th
e 

la
be

l m
us

t b
ea

r t
he

 
ba

tc
h 

co
de

, p
re

ce
de

d 
by

 
th

e 
w

or
d 

“L
O

T”
, o

r t
he

 
se

ria
l n

um
be

r; 
 

[8
, A

nn
ex

 I.
B.

8.
4 

(d
)] 

W
he

re
ve

r r
ea

so
na

bl
e 

an
d 

pr
ac

tic
ab

le
, t

he
 d

ev
ic

es
 

an
d 

se
pa

ra
te

 c
om

po
ne

nt
s 

m
us

t b
e 

id
en

tif
ie

d,
 w

he
re

 
ap

pr
op

ria
te

 in
 te

rm
s 

of
 

ba
tc

he
s,

 to
 a

llo
w

 a
ll 

ap
pr

op
ria

te
 a

ct
io

n 
to

 
de

te
ct

 a
ny

 p
ot

en
tia

l r
is

k 
po

se
d 

by
 th

e 
de

vi
ce

s 
an

d 
de

ta
ch

ab
le

 c
om

po
ne

nt
s.

[8
, A

nn
ex

 I.
B.

8.
6.

] 

*M
an

uf
ac

tu
rin

g 
nu

m
be

r o
r 

m
an

uf
ac

tu
rin

g 
sy

m
bo

l

Th
e 

la
be

l s
ha

ll 
st

at
e 

a 
lo

t o
r c

on
tro

l n
um

be
r, 

id
en

tif
ie

d 
as

 s
uc

h,
 

fro
m

 w
hi

ch
 it

 is
 

po
ss

ib
le

 to
 d

et
er

m
in

e 
th

e 
co

m
pl

et
e 

m
an

uf
ac

tu
rin

g 
hi

st
or

y 
of

 th
e 

pr
od

uc
t. 

 
[3

1,
 S

ec
. 

80
9.

10
(a

)(9
)] 

If 
it 

is
 a

 m
ul

tip
le

-u
ni

t 
pr

od
uc

t, 
th

e 
lo

t o
r 

co
nt

ro
l n

um
be

r s
ha

ll 
pe

rm
it 

tra
ci

ng
 th

e 
id

en
tit

y 
of

 th
e 

in
di

vi
du

al
 u

ni
ts

. 
[3

1,
 S

ec
. 

80
9.

10
(a

)(9
)(i

)] 

R
eq

ui
re

d 
on

 
im

m
ed

ia
te

 c
on

ta
in

er
 

la
be

l p
er

 [3
1,

 S
ec

. 
80

9.
10

(a
)(1

0)
(i)

. 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 a
n 

in
di

ca
tio

n 
of

 
ei

th
er

 th
e 

ba
tc

h 
co

de
/lo

t n
um

be
r (

e.
g.

 
on

 s
in

gl
e-

us
e 

di
sp

os
ab

le
 d

ev
ic

es
 o

r 
re
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ev

ic
e 

if 
it 

ca
n 

be
 u

se
d 

pr
op

er
ly

 
an

d 
sa

fe
ly

 w
ith

ou
t t

he
m

. 
[8

, A
nn

ex
 I.

B.
8.

1.
] 

 
Th

e 
la

be
lli

ng
 fo

r a
 

re
ag

en
t i

nt
en

de
d 

fo
r 

us
e 

as
 a

 re
pl

ac
em

en
t 

in
 a

 d
ia

gn
os

tic
 s

ys
te

m
 

m
ay

 b
e 

lim
ite

d 
to

 th
at

 
in

fo
rm

at
io

n 
ne

ce
ss

ar
y 

to
 id

en
tif

y 
th

e 
re

ag
en

t 
ad

eq
ua

te
ly

 a
nd

 to
 

de
sc

rib
e 

its
 p

ro
pe

r 
us

e 
in

 th
e 

sy
st

em
. 

[3
1,

 S
ec

. 8
09

.1
0(

b)
] 

In
st

ru
ct

io
ns

 m
ay

 n
ot

 
be

 n
ee

de
d 

or
 m

ay
 b

e 
ab

br
ev

ia
te

d 
fo

r 
de

vi
ce

s 
of

 lo
w

 o
r 

m
od

er
at

e 
ris

k 
if 

th
ey

 
ca

n 
be

 u
se

d 
sa

fe
ly

 
an

d 
as

 in
te

nd
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r 
w

ith
ou

t a
ny

 s
uc

h 
in

st
ru

ct
io

ns
. 

W
he

re
 th

e 
m

an
uf

ac
tu

re
r s

up
pl

ie
s 

m
ul

tip
le

 d
ev

ic
es

 to
 a

 
si

ng
le

 u
se

r a
nd

/o
r 

lo
ca

tio
n,

 it
 m

ay
 b

e 
su

ffi
ci

en
t a

nd
 

ap
pr

op
ria

te
 to

 p
ro

vi
de

 
w

ith
 th

em
 o

nl
y 

a 
si

ng
le

 c
op

y 
of

 th
e 

in
st

ru
ct

io
ns

 fo
r u

se
. I

n 
th

es
e 

ci
rc

um
st

an
ce

s 
th

e 
de

vi
ce

 u
se

r 
sh

ou
ld

 h
av

e 
ac

ce
ss

 to
 

fu
rth

er
 c

op
ie

s 
up

on
 

re
qu

es
t. 

 
 [1

6,
 §

5.
1]

 

13
7 

A
lte

rn
at

iv
e 

m
ed

ia
 a

nd
 

m
ea

ns
 o

f 
de

liv
er

y 

C
om

pl
et

e 
in

st
ru

ct
io

ns
 

fo
r u

se
 m

ay
 b

e 
su

pp
lie

d 
as

 p
ar

t o
f t

he
 

bu
ilt

-in
 s

of
tw

ar
e 

of
 a

 
de

di
ca

te
d 

an
al

yt
ic

al
 

sy
st

em
 o

r b
y 

el
ec

tro
ni

c 
m

ea
ns

. P
ar

ts
 o

f t
he

 
in

st
ru

ct
io

ns
 fo

r u
se

 
ca

n 
be

 g
iv

en
 in

 a
 

co
de

d 
fo

rm
at

, e
.g

. 
ba

rc
od

e 
or

 c
hi

p,
 a

nd
 

be
 e

xp
la

in
ed

 in
 th

e 
m

an
ua

l o
f t

he
 

an
al

yt
ic

al
 s

ys
te

m
. 

N
O

TE
 

Im
m

ed
ia

te
 

ac
ce

ss
 o

f t
he

 u
se

r t
o 

th
e 

co
m

pl
et

e 
in

st
ru

ct
io

ns
 fo

r u
se

 
ca

n 
be

 e
ns

ur
ed

 b
y 

m
ea

ns
 o

f a
n 

el
ec

tro
ni

c 

 
 

 
Th

e 
in

st
ru

ct
io

ns
 s

ha
ll 

be
 p

ro
vi

de
d 

in
 a

 h
ar

d 
co

py
 fo

rm
at

. 

 
La

be
llin

g 
m

ay
 b

e 
pr

ov
id

ed
 to

 th
e 

us
er

 in
 

va
rio

us
 m

ed
ia

 a
nd

 b
y 

se
ve

ra
l m

ea
ns

 s
uc

h 
as

 p
rin

te
d 

do
cu

m
en

ts
, 

th
ro

ug
h 

a 
di

sp
la

y 
sc

re
en

 in
co

rp
or

at
ed

 
in

to
 th

e 
de

vi
ce

, 
do

w
nl

oa
de

d 
fro

m
 th

e 
m

an
uf

ac
tu

re
r’s

 W
eb

 
S

ite
 u

si
ng

 th
e 

In
te

rn
et

, m
ag

ne
tic

 o
r 

op
tic

al
 m

ed
ia

. 
W

ha
te

ve
r t

he
 m

ed
ia

 
or

 th
e 

m
ea

ns
, 

in
fo

rm
at

io
n 

sh
ou

ld
 b

e 
ta

rg
et

ed
 to

 th
e 

an
tic

ip
at

ed
 u

se
r 

po
pu

la
tio

n.
 

[1
6,

 §
5.

1]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

da
ta

ba
nk

 (I
nt

er
ne

t) 
or

 
a 

fre
e 

of
 c

ha
rg

e 
re

tu
rn

 
te

le
fa

x 
sy

st
em

 
(p

ol
lin

g)
. 

[1
0,

 §
5.

1]
 

13
8 

G
ra

ph
ic

al
 

sy
m

bo
ls

 
If 

sy
m

bo
ls

 a
nd

 
id

en
tif

ic
at

io
n 

co
lo

ur
s 

us
ed

 o
n 

la
be

ls
 d

o 
no

t 
co

nf
or

m
 to

 E
ur

op
ea

n 
or

 In
te

rn
at

io
na

l 
S

ta
nd

ar
ds

, s
uc

h 
sy

m
bo

ls
 a

nd
 

id
en

tif
ic

at
io

n 
co

lo
ur

s 
sh

al
l b

e 
ex

pl
ai

ne
d 

in
 

th
e 

in
st

ru
ct

io
ns

 fo
r 

us
e.

 
[1

0,
 §

5.
1]

 

R
eq

ui
re

d 
in

fo
rm

at
io

n 
m

ay
 

ta
ke

 th
e 

fo
rm

 o
f s

ym
bo

ls
 

as
 a

pp
ro

pr
ia

te
: 

[1
, A

pp
en

di
x 

B.
8.

5]
 

 
W

he
re

 a
pp

ro
pr

ia
te

, t
he

 
in

fo
rm

at
io

n 
to

 b
e 

su
pp

lie
d 

sh
ou

ld
 ta

ke
 th

e 
fo

rm
 o

f 
sy

m
bo

ls
. 

A
ny

 s
ym

bo
l a

nd
 

id
en

tif
ic

at
io

n 
co

lo
ur

 u
se

d 
m

us
t c

on
fo

rm
 to

 th
e 

ha
rm

on
iz

ed
 s

ta
nd

ar
ds

. 

In
 a

re
as

 fo
r w

hi
ch

 n
o 

st
an

da
rd

s 
ex

is
t, 

th
e 

sy
m

bo
ls

 a
nd

 c
ol

ou
r u

se
d 

m
us

t b
e 

de
sc

rib
ed

 in
 th

e 
do

cu
m

en
ta

tio
n 

su
pp

lie
d 

w
ith

 th
e 

de
vi

ce
. 

[8
, A

nn
ex

 I.
B.

8.
2.

] 

Le
tte

r(s
) a

pp
ea

re
d 

on
 

gr
ap

hi
ca

l s
ym

bo
ls

 
sh

al
l b

e 
in

 J
ap

an
es

e.
 

FD
A

 h
as

 re
co

gn
iz

ed
 

25
 s

ym
bo

ls
 fo

r I
V

D
 

de
vi

ce
s 

fo
r 

pr
of

es
si

on
al

 u
se

 fr
om

 
IS

O
 1

52
23

 a
nd

 
E

N
 9

80
.  

A
lth

ou
gh

 s
om

e 
pr

ov
is

io
ns

 o
f 2

1 
C

FR
 

80
9.

10
 a

nd
 2

1 
C

FR
 

61
0 

an
d 

66
0 

sp
ec

ify
 

pa
rti

cu
la

r l
ab

el
lin

g 
la

ng
ua

ge
, a

s 
a 

m
at

te
r 

of
 e

nf
or

ce
m

en
t 

di
sc

re
tio

n,
 F

D
A 

do
es

 
no

t i
nt

en
d 

to
 o

bj
ec

t t
o 

th
e 

us
e 

of
 [s

pe
ci

fie
d]

 
sy

m
bo

ls
 w

ith
ou

t 
ac

co
m

pa
ny

in
g 

te
xt

. 
[3

9]
 

A
 p

ro
du

ct
 is

 
m

is
br

an
de

d 
“if

 it
 d

oe
s 

no
t b

ea
r s

uc
h 

sy
m

bo
ls

 fr
om

 th
e 

un
ifo

rm
 s

ys
te

m
 fo

r 
id

en
tif

ic
at

io
n 

of
 

de
vi

ce
s 

pr
es

cr
ib

ed
 

un
de

r S
ec

. 5
10

(e
) a

s 
th

e 
S

ec
re

ta
ry

 b
y 

re
gu

la
tio

n 
re

qu
ire

s”
 

[3
7,

 S
ec

t. 
50

2(
o)

] 

Th
e 

us
e 

of
 

in
te

rn
at

io
na

lly
 

re
co

gn
iz

ed
 (i

.e
. 

st
an

da
rd

iz
ed

) 
sy

m
bo

ls
 s

ho
ul

d 
be

 
en

co
ur

ag
ed

 p
ro

vi
de

d 
th

at
 d

ev
ic

e 
sa

fe
ty

 is
 

no
t c

om
pr

om
is

ed
 b

y 
a 

la
ck

 o
f u

nd
er

st
an

di
ng

 
on

 th
e 

pa
rt 

of
 th

e 
pa

tie
nt

 o
r u

se
r. 

W
he

re
 

th
e 

m
ea

ni
ng

 o
f t

he
 

sy
m

bo
l i

s 
no

t o
bv

io
us

 
to

 th
e 

de
vi

ce
 u

se
r, 

e.
g.

 fo
r a

 la
y-

us
er

 o
r 

fo
r a

 n
ew

ly
 in

tro
du

ce
d 

sy
m

bo
l, 

an
 

ex
pl

an
at

io
n 

sh
ou

ld
 b

e 
pr

ov
id

ed
 w

ith
 th

e 
de

vi
ce

. [
16

, §
5.

1,
 

M
ar

ch
 1

, 2
00

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

13
9 

La
ng

ua
ge

s 
La

ng
ua

ge
s 

sh
al

l b
e 

us
ed

 in
 a

cc
or

da
nc

e 
w

ith
 th

e 
re

qu
ire

m
en

ts
 

of
 th

e 
co

un
tri

es
 in

 
w

hi
ch

 th
e 

IV
D

 re
ag

en
t 

is
 d

is
tri

bu
te

d.
 

[1
0,

 §
5.

1]
 

Th
e 

in
fo

rm
at

io
n 

m
us

t b
e 

pr
ov

id
ed

 in
 E

ng
lis

h,
 a

nd
 

m
ay

 a
ls

o 
be

 p
ro

vi
de

d 
in

 
an

y 
ot

he
r l

an
gu

ag
e.

 
[1

, A
pp

en
di

x 
B.

8.
2 

a)
 b

).]
 

D
ev

ic
es

 s
ol

d 
in

 C
an

ad
a 

m
us

t b
e 

la
be

lle
d 

in
 b

ot
h 

of
fic

ia
l l

an
gu

ag
es

 w
he

re
 it

 
is

 re
as

on
ab

le
 a

nd
 p

ru
de

nt
 

to
 d

o 
so

. 

A
s 

a 
m

in
im

um
, t

he
 d

ev
ic

e 
m

us
t b

e 
la

be
lle

d 
in

 e
ith

er
 

E
ng

lis
h 

or
 F

re
nc

h;
 o

th
er

 
la

ng
ua

ge
s 

ar
e 

pe
rm

itt
ed

. 

If 
it 

is
 n

ot
 e

co
no

m
ic

al
ly

 
re

as
on

ab
le

 n
or

 n
ec

es
sa

ry
 

to
 s

up
pl

y 
th

e 
D

IR
E

C
TI

O
N

S
 F

O
R

 U
SE

 
in

 b
ot

h 
of

fic
ia

l l
an

gu
ag

es
 

at
 th

e 
tim

e 
an

d 
po

in
t o

f 
sa

le
 fo

r e
ve

ry
 d

ev
ic

e,
 th

e 
D

IR
E

C
TI

O
N

S
 F

O
R

 U
SE

 
m

us
t b

e 
re

ad
ily

 a
va

ila
bl

e 
in

 th
e 

ot
he

r o
ffi

ci
al

 
la

ng
ua

ge
 a

t t
he

 re
qu

es
t o

f 
th

e 
pu

rc
ha

se
r. 

 
[4

, §
6]

 

M
em

be
r S

ta
te

s 
m

ay
 

re
qu

ire
 th

e 
in

fo
rm

at
io

n 
to

 
be

 s
up

pl
ie

d 
pu

rs
ua

nt
 to

 
A

nn
ex

 I,
 p

ar
t B

, S
ec

. 8
 to

 
be

 in
 th

ei
r o

ffi
ci

al
 

la
ng

ua
ge

(s
) w

he
n 

a 
de

vi
ce

 re
ac

he
s 

th
e 

fin
al

 
us

er
. 

In
 th

e 
ap

pl
ic

at
io

n 
of

 th
is

 
pr

ov
is

io
n,

 M
em

be
r S

ta
te

s 
sh

al
l t

ak
e 

in
to

 a
cc

ou
nt

 th
e 

pr
in

ci
pl

e 
of

 p
ro

po
rti

on
al

ity
 

an
d,

 in
 p

ar
tic

ul
ar

: 

a)
 

w
he

th
er

 th
e 

in
fo

rm
at

io
n 

ca
n 

be
 

su
pp

lie
d 

by
 

ha
rm

on
iz

ed
 s

ym
bo

ls
 

or
 re

co
gn

iz
ed

 c
od

es
 

or
 o

th
er

 m
ea

su
re

s;
 

b)
 

th
e 

ty
pe

 o
f u

se
r 

an
tic

ip
at

ed
 fo

r t
he

 
de

vi
ce

. 

[8
, A

rti
cl

e 
4.

4]
 

S
ha

ll 
be

 in
 J

ap
an

es
e.

 
A

ll 
re

qu
ire

d 
w

or
ds

, 
st

at
em

en
ts

, a
nd

 o
th

er
 

in
fo

rm
at

io
n 

sh
al

l 
ap

pe
ar

 in
 E

ng
lis

h,
 o

r 
S

pa
ni

sh
 in

 P
ue

rto
 

R
ic

o,
 o

r t
he

 
pr

ed
om

in
an

t 
la

ng
ua

ge
 o

f t
he

 
Te

rri
to

ry
. 

[2
9,

 S
ec

t. 
80

1.
15

 
(c

)(1
)] 

If 
th

e 
la

be
llin

g 
co

nt
ai

ns
 a

ny
 

re
pr

es
en

ta
tio

n 
in

 a
 

fo
re

ig
n 

la
ng

ua
ge

, a
ll 

re
qu

ire
d 

w
or

ds
, 

st
at

em
en

ts
, a

nd
 o

th
er

 
in

fo
rm

at
io

n 
on

 th
e 

la
be

l o
r l

ab
el

lin
g 

sh
al

l 
ap

pe
ar

 o
n 

th
e 

la
be

lli
ng

 in
 th

e 
fo

re
ig

n 
la

ng
ua

ge
. 

[2
9,

 S
ec

t. 
80

1.
15

 (3
)]  

Ta
ki

ng
 in

to
 

co
ns

id
er

at
io

n 
th

e 
ty

pe
 

of
 u

se
r a

nt
ic

ip
at

ed
 fo

r 
th

e 
de

vi
ce

, n
at

io
na

l 
la

ng
ua

ge
 

re
qu

ire
m

en
ts

 s
ho

ul
d 

be
 k

ep
t t

o 
a 

m
in

im
um

. 
[1

6,
 §

5.
1]

 

14
0 

R
eq

ui
re

d 
in

fo
rm

at
io

n 
H

ow
ev

er
, t

he
 m

in
im

um
 

in
fo

rm
at

io
n 

pr
ov

id
ed

 
to

ge
th

er
 w

ith
 th

e 
IV

D
 

re
ag

en
t s

ha
ll 

co
ve

r a
ll 

as
pe

ct
s 

of
 s

af
e 

ha
nd

lin
g 

an
d 

st
or

ag
e 

pr
io

r t
o 

its
 u

se
. 

[1
0,

 §
5.

1]
 

Th
e 

do
cu

m
en

ta
tio

n 
th

at
 

ac
co

m
pa

ni
es

 a
n 

IV
D

 
ge

ne
ra

lly
 p

ro
vi

de
s 

in
fo

rm
at

io
n 

su
ch

 a
s 

th
e 

fo
llo

w
in

g 
(a

lth
ou

gh
 n

ot
 

lim
ite

d 
to

): 
⎯

 
th

e 
IV

D
’s

 in
te

nd
ed

 
us

e;
 

⎯
 

th
e 

na
tu

re
 o

f t
he

 te
st

, 
e.

g.
 w

ha
t m

ar
ke

r t
he

 
te

st
 o

r r
ea

ge
nt

 is
 to

 
us

ed
 to

 d
et

ec
t, 

an
d 

in
 

ge
ne

ra
l, 

w
he

th
er

 th
e 

pa
rti

cu
la

r a
ss

ay
 is

 
qu

al
ita

tiv
e 

or
 

qu
an

tit
at

iv
e;

 
⎯

 
ap

pr
op

ria
te

 
di

re
ct

io
ns

 fo
r u

se
, 

in
cl

ud
in

g 
ho

w
 to

 
ca

lc
ul

at
e 

an
d 

in
te

rp
re

t r
es

ul
ts

; 

M
os

t I
V

D
D

s 
w

ill 
re

qu
ire

 
D

IR
E

C
TI

O
N

S
 F

O
R

 U
SE

. 
Th

e 
re

qu
ire

d 
in

fo
rm

at
io

n 
m

ay
 b

e 
pr

es
en

te
d 

in
 a

 
pa

ck
ag

e 
in

se
rt 

in
 a

 fo
rm

at
 

di
ffe

re
nt

 fr
om

 th
at

 
in

di
ca

te
d 

in
 S

ec
. 3

.2
.5

. 

Fo
r e

xa
m

pl
e,

 w
ar

ni
ng

s 
an

d 
pr

ec
au

tio
ns

 m
ay

 b
e 

in
di

ca
te

d 
un

de
r a

 
se

pa
ra

te
 h

ea
di

ng
. 

C
om

po
ne

nt
s 

of
 a

 T
E

S
T 

K
IT

 m
ay

 b
e 

in
di

ca
te

d 
in

 a
 

ta
bl

e 
fo

rm
at

 a
lo

ng
 w

ith
 

in
st

ru
ct

io
ns

 fo
r 

pr
ep

ar
at

io
n 

an
d 

us
e,

 
st

or
ag

e 
co

nd
iti

on
s,

 
st

ab
ilit

y 
in

fo
rm

at
io

n,
 

w
ar

ni
ng

s 
an

d 
pr

ec
au

tio
ns

, 
et

c.
 [4

, §
3.

2.
5]

 

W
he

re
 a

pp
ro

pr
ia

te
, t

he
 

in
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

fo
llo

w
in

g 
pa

rti
cu

la
rs

 (i
de

nt
ifi

ed
 

be
lo

w
): 

 
[8

, A
nn

ex
 I.

B.
8.

7.
] 

 

 
La

be
llin

g 
ac

co
m

pa
ny

in
g 

ea
ch

 
pr

od
uc

t, 
e.

g.
 a

 
pa

ck
ag

e 
in

se
rt,

 s
ha

ll 
st

at
e 

in
 o

ne
 p

la
ce

 th
e 

fo
llo

w
in

g 
in

fo
rm

at
io

n 
in

 th
e 

fo
rm

at
 a

nd
 

or
de

r s
pe

ci
fie

d 
be

lo
w

, 
ex

ce
pt

 w
he

re
 s

uc
h 

in
fo

rm
at

io
n 

is
 n

ot
 

ap
pl

ic
ab

le
, o

r a
s 

sp
ec

ifi
ed

 in
 a

 
st

an
da

rd
 fo

r a
 

pa
rti

cu
la

r p
ro

du
ct

 
cl

as
s 

[3
1,

 S
ec

. 8
09

.1
0(

b)
] 

Th
e 

te
rm

 
“a

cc
om

pa
ny

in
g”

 is
 

in
te

rp
re

te
d 

lib
er

al
ly

 to
 

m
ea

n 
m

or
e 

th
an

 
ph

ys
ic

al
 a

ss
oc

ia
tio

n 
w

ith
 th

e 
pr

od
uc

t. 
It 

A
s 

fa
r a

s 
it 

is
 p

ra
ct

ic
al

 
an

d 
ap

pr
op

ria
te

, t
he

 
in

fo
rm

at
io

n 
ne

ed
ed

 to
 

id
en

tif
y 

an
d 

us
e 

th
e 

de
vi

ce
 s

af
el

y 
sh

ou
ld

 
be

 p
ro

vi
de

d 
on

 th
e 

de
vi

ce
 it

se
lf,

 a
nd

/o
r 

on
 th

e 
pa

ck
ag

in
g 

fo
r 

ea
ch

 u
ni

t, 
an

d/
or

 o
n 

th
e 

pa
ck

ag
in

g 
of

 
m

ul
tip

le
 d

ev
ic

es
.  

If 
in

di
vi

du
al

 p
ac

ka
gi

ng
 

of
 e

ac
h 

un
it 

is
 n

ot
 

pr
ac

tic
ab

le
, t

he
 

in
fo

rm
at

io
n 

sh
ou

ld
 b

e 
se

t o
ut

 in
 th

e 
le

af
le

t, 
pa

ck
ag

in
g 

in
se

rt 
or

 
ot

he
r m

ea
ns

 s
up

pl
ie

d 
w

ith
 o

ne
 o

r m
ul

tip
le

 
de

vi
ce

s.
  

[1
6,

 §
5.

1]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

⎯
 

sp
ec

ifi
c 

co
nt

ra
in

di
ca

tio
ns

; 
⎯

 
st

or
ag

e 
in

fo
rm

at
io

n;
 

⎯
 

w
ar

ni
ng

 s
ta

te
m

en
ts

 
et

c.
 

[1
, P

ar
t D

, §
8.

1]
 

W
he

re
 a

pp
ro

pr
ia

te
, t

he
 

in
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

fo
llo

w
in

g 
pa

rti
cu

la
rs

 [s
pe

ci
fie

d 
be

lo
w

]: 
[1

, A
pp

en
di

x 
B.

8.
8]

 

Th
e 

in
fo

rm
at

io
n 

re
qu

ire
d 

fo
r a

 p
ac

ka
ge

 in
se

rt 
m

ay
 

be
 p

re
se

nt
ed

 in
 a

 d
iff

er
en

t 
fo

rm
at

 th
an

 th
at

 in
di

ca
te

d 
in

 3
.2

.1
 to

 3
.2

.1
0 

of
 th

is
 

gu
id

el
in

e.
 [4

, §
3.

2]
 

Th
e 

fo
llo

w
in

g 
in

fo
rm

at
io

n 
sh

ou
ld

 b
e 

in
cl

ud
ed

 [i
n 

th
e 

pa
ck

ag
e 

in
se

rt]
: 

[4
, §

3.
2.

3]
 

ex
te

nd
s 

to
 p

os
te

rs
, 

ta
gs

, p
am

ph
le

ts
, 

ci
rc

ul
ar

s,
 b

oo
kl

et
s,

 
br

oc
hu

re
s,

 in
st

ru
ct

io
n 

bo
ok

s,
 d

ire
ct

io
n 

sh
ee

ts
, f

ille
rs

, e
tc

. 

“A
cc

om
pa

ny
in

g”
 a

ls
o 

in
cl

ud
es

 la
be

llin
g 

th
at

 
is

 b
ro

ug
ht

 to
ge

th
er

 
w

ith
 th

e 
de

vi
ce

 a
fte

r 
sh

ip
m

en
t o

r d
el

iv
er

y 
fo

r s
hi

pm
en

t i
n 

in
te

rs
ta

te
 c

om
m

er
ce

.
[3

6,
 S

ec
. 2

01
(m

)] 

Th
e 

fo
rm

at
, c

on
te

nt
 

an
d 

lo
ca

tio
n 

of
 

la
be

lli
ng

 s
ho

ul
d 

be
 

ap
pr

op
ria

te
 to

 th
e 

pa
rti

cu
la

r d
ev

ic
e 

an
d 

its
 in

te
nd

ed
 p

ur
po

se
.  

[1
6,

 §
5.

1]
  

14
1 

M
an

uf
ac

tu
re

r  
Th

e 
na

m
e 

an
d 

ad
dr

es
s 

of
 th

e 
m

an
uf

ac
tu

re
r s

ha
ll 

be
 

gi
ve

n.
 

N
O

TE
 

Th
e 

m
an

uf
ac

tu
re

r i
s 

th
e 

en
tit

y 
w

hi
ch

 h
as

 ta
ke

n 
le

ga
l r

es
po

ns
ib

ilit
y 

fo
r 

th
e 

IV
D

 re
ag

en
t. 

[1
0,

 §
5.

2]
 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

m
an

uf
ac

tu
re

r’s
 n

am
e,

 o
r 

tra
de

 n
am

e 
an

d 
ad

dr
es

s;
[1

, A
pp

en
di

x 
B.

8.
8 

a)
] 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
na

m
e 

an
d 

ad
dr

es
s 

of
 

th
e 

m
an

uf
ac

tu
re

r; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
b)

]

Th
e 

na
m

e 
an

d 
m

ai
lin

g 
ad

dr
es

s 
of

 th
e 

m
an

uf
ac

tu
re

r i
s 

re
qu

ire
d.

 
[4

, §
3.

2.
2]

  

E
ac

h 
de

vi
ce

 m
us

t b
e 

ac
co

m
pa

ni
ed

 b
y 

th
e 

in
fo

rm
at

io
n 

ne
ed

ed
 to

 
id

en
tif

y 
th

e 
m

an
uf

ac
tu

re
r.

[8
, A

nn
ex

 I.
B.

8.
1 

re
qu

ire
d 

by
 A

rti
cl

e 
8.

7 
(a

)] 

R
eg

is
te

re
d 

na
m

e 
of

 
th

e 
m

an
uf

ac
tu

re
r f

or
 

do
m

es
tic

 p
ro

du
ct

s 
or

 
th

os
e 

of
 im

po
rte

r f
or

 
im

po
rte

d 
pr

od
uc

ts
 

sh
al

l b
e 

gi
ve

n.
 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 N

am
e 

an
d 

pl
ac

e 
of

 b
us

in
es

s 
of

 
m

an
uf

ac
tu

re
r, 

pa
ck

er
, 

or
 d

is
tri

bu
to

r. 
[3

1,
 S

ec
. 

80
9.

10
(b

)(1
4)

] 

Th
e  

“M
an

uf
ac

tu
re

r” 
sy

m
bo

l m
ay

 b
e 

us
ed

 
in

 p
la

ce
 o

f t
he

 
st

at
em

en
t 

“M
an

uf
ac

tu
re

d 
by

__
__

_”
 [3

9]
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 th
e 

na
m

e 
or

 
tra

de
 n

am
e 

an
d 

ad
dr

es
s 

of
 th

e 
m

an
uf

ac
tu

re
r a

nd
, i

f 
ap

pr
op

ria
te

, a
 p

ho
ne

 
nu

m
be

r a
nd

/o
r f

ax
 

nu
m

be
r a

nd
/o

r 
w

eb
si

te
 a

dd
re

ss
 to

 
ob

ta
in

 te
ch

ni
ca

l 
as

si
st

an
ce

. [
16

, §
5.

2]
 

14
2 

A
ut

ho
riz

ed
 

re
pr

es
en

ta
tiv

e
/im

po
rte

r/ 
di

st
rib

ut
or

  

Th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 th
e 

au
th

or
iz

ed
 

re
pr

es
en

ta
tiv

e 
sh

al
l 

al
so

 b
e 

gi
ve

n 
w

he
n 

th
is

 is
 a

 le
ga

l 
re

qu
ire

m
en

t. 
[1

0,
 §

5.
2]

 

A
ll 

IV
D

s 
m

us
t b

e 
ac

co
m

pa
ni

ed
 b

y 
in

fo
rm

at
io

n,
 w

he
re

 
ap

pl
ic

ab
le

, a
llo

w
in

g 
th

e 
sp

on
so

r o
f t

he
 d

ev
ic

e 
to

 
be

 id
en

tif
ie

d.
 

[1
, A

pp
en

di
x 

B.
8.

1 
d)

] 

 
Fo

r d
ev

ic
es

 im
po

rte
d 

in
to

 
th

e 
C

om
m

un
ity

 w
ith

 a
 

vi
ew

 to
 th

ei
r d

is
tri

bu
tio

n 
in

 
th

e 
C

om
m

un
ity

, t
he

 la
be

l, 
th

e 
ou

te
r p

ac
ka

gi
ng

, o
r 

th
e 

in
st

ru
ct

io
ns

 fo
r u

se
 

sh
al

l c
on

ta
in

 in
 a

dd
iti

on
 

th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 
th

e 
au

th
or

iz
ed

 
re

pr
es

en
ta

tiv
e 

of
 th

e 
m

an
uf

ac
tu

re
r; 

 
[8

, A
nn

ex
 I.

B.
8.

4(
a)

.]  

A
dd

re
ss

 o
f t

he
 

im
po

rte
r s

ha
ll 

be
 

gi
ve

n,
 if

 a
pp

lic
ab

le
. 

Th
e 

“A
ut

ho
riz

ed
 

re
pr

es
en

ta
tiv

e”
 

sy
m

bo
l a

s 
lo

ng
 a

s 
th

e 
us

e 
of

 th
is

 s
ym

bo
l 

do
es

 n
ot

 v
io

la
te

 o
th

er
 

U
.S

. l
ab

el
lin

g 
re

qu
ire

m
en

ts
. F

or
 

ex
am

pl
e,

 if
 th

e 
sy

m
bo

l i
nt

er
fe

re
s 

w
ith

 
th

e 
co

m
m

un
ic

at
io

n 
of

 
in

fo
rm

at
io

n 
re

qu
ire

d 
by

 U
.S

. l
aw

, t
he

 
de

vi
ce

 c
ou

ld
 b

e 
m

is
br

an
de

d 
un

de
r 

S
ec

. 5
02

(c
) o

f t
he

 A
ct

. 
[3

9]
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 fo
r i

m
po

rte
d 

de
vi

ce
s,

 th
e 

la
be

l, 
or

 
th

e 
ou

te
r p

ac
ka

gi
ng

, 
or

 in
st

ru
ct

io
ns

 fo
r u

se
, 

m
ay

 b
e 

re
qu

ire
d 

to
 

co
nt

ai
n 

in
 a

dd
iti

on
, 

th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 e
ith

er
 th

e 
im

po
rte

r e
st

ab
lis

he
d 

w
ith

in
 th

e 
im

po
rti

ng
 

co
un

try
/re

gi
on

 o
r o

f 
an

 a
ut

ho
riz

ed
 

re
pr

es
en

ta
tiv

e 
of

 th
e 

m
an

uf
ac

tu
re

r 
es

ta
bl

is
he

d 
w

ith
in

 th
e 

im
po

rti
ng

 
co

un
try

/re
gi

on
. 

[1
6,

 §
5.

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

14
3 

D
ev

ic
e 

na
m

e/
 

id
en

tif
ie

r 

Th
e 

pr
od

uc
t n

am
e 

as
 

sp
ec

ifi
ed

 in
 4

.2
.3

 s
ha

ll 
be

 g
iv

en
. 

[1
0,

 §
5.

3]
 

W
he

n 
th

e 
na

m
e 

do
es

 
no

t u
ni

qu
el

y 
id

en
tif

y 
th

e 
pr

od
uc

t, 
an

 
ad

di
tio

na
l m

ea
ns

 o
f 

id
en

tif
ic

at
io

n 
sh

al
l a

ls
o 

be
 g

iv
en

. 
[1

0,
 §

5.
3]

 

A
ll 

IV
D

s 
m

us
t b

e 
ac

co
m

pa
ni

ed
 b

y 
th

e 
fo

llo
w

in
g 

in
fo

rm
at

io
n:

 

a)
 

in
fo

rm
at

io
n 

id
en

tif
yi

ng
 th

e 
IV

D
 

[1
, A

pp
en

di
x 

B.
8.

1 
a)

] 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
na

m
e 

of
 th

e 
de

vi
ce

; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
a)

]

…
 in

cl
ud

in
g 

th
e 

id
en

tif
ie

r 
of

 a
ny

 m
ed

ic
al

 d
ev

ic
e 

th
at

 
is

 p
ar

t o
f a

 s
ys

te
m

, t
es

t 
ki

t, 
m

ed
ic

al
 d

ev
ic

e 
gr

ou
p,

 
fa

m
ily

 o
r g

ro
up

 fa
m

ily
; 

[5
, P

ar
t 1

, S
ec

. 2
1.

 (1
) (

c)
]

Th
e 

na
m

e 
of

 th
e 

IV
D

D
 o

n 
th

e 
la

be
l s

ho
ul

d 
en

ab
le

 
th

e 
us

er
 to

 id
en

tif
y 

th
e 

de
vi

ce
 a

nd
 d

is
tin

gu
is

h 
it 

fro
m

 o
th

er
 s

im
ila

r d
ev

ic
es

. 
[4

, §
3.

2.
1]

 

Th
e 

de
sc

rip
tio

n 
of

 a
 

co
m

po
ne

nt
 s

ho
ul

d 
in

cl
ud

e 
th

e 
N

am
e 

of
 th

e 
co

m
po

ne
nt

.  
[4

, §
3.

2.
5.

1(
a)

] 

Th
e 

id
en

tif
ie

r o
r c

at
al

og
ue

 
nu

m
be

r s
ho

ul
d 

be
 

in
di

ca
te

d 
on

 th
e 

pa
ck

ag
e 

in
se

rt.
  

[4
, §

3.
2.

8]
 

Th
e 

la
be

l m
us

t b
ea

r t
he

 
de

ta
ils

 s
tri

ct
ly

 n
ec

es
sa

ry
 

fo
r t

he
 u

se
r t

o 
un

iq
ue

ly
 

id
en

tif
y 

th
e 

de
vi

ce
 a

nd
 th

e 
co

nt
en

ts
 o

f t
he

 p
ac

ka
gi

ng
; 

[8
, A

nn
ex

 I.
B.

8.
4(

b)
; 

re
qu

ire
d 

by
 A

rti
cl

e 
8.

7 
(a

)]

W
he

re
ve

r r
ea

so
na

bl
e 

an
d 

pr
ac

tic
ab

le
, t

he
 d

ev
ic

es
 

an
d 

se
pa

ra
te

 c
om

po
ne

nt
s 

m
us

t b
e 

id
en

tif
ie

d,
 w

he
re

 
ap

pr
op

ria
te

 in
 te

rm
s 

of
 

ba
tc

he
s,

 to
 a

llo
w

 a
ll 

ap
pr

op
ria

te
 a

ct
io

n 
to

 
de

te
ct

 a
ny

 p
ot

en
tia

l r
is

k 
po

se
d 

by
 th

e 
de

vi
ce

s 
an

d 
de

ta
ch

ab
le

 c
om

po
ne

nt
s.

[8
, A

nn
ex

 I.
B.

8.
6.

] 

In
di

ca
te

 th
e 

ap
pr

ov
ed

 
br

an
d 

na
m

e 
of

 th
e 

pr
od

uc
t 

A
n 

id
en

tif
yi

ng
 m

ar
k 

to
 

th
e 

br
an

d 
na

m
e 

in
 

su
ch

 a
 m

an
ne

r t
ha

t i
t 

w
ill

 n
ot

 b
e 

ta
ke

n 
as

 
pa

rt 
of

 th
e 

br
an

d 
na

m
e 

m
ay

 b
e 

gi
ve

n.
 

Th
e 

la
be

lli
ng

 m
us

t 
in

di
ca

te
: T

he
 

pr
op

rie
ta

ry
 n

am
e 

an
d 

es
ta

bl
is

he
d 

na
m

e,
 i.

e.
 

co
m

m
on

 o
r u

su
al

 
na

m
e,

 if
 a

ny
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(1

)] 
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r 
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at
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d 
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r 
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e 
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e 
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.  
[4

, §
3.
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1(
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] 
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e 
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 c
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[4
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e 
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e 
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t p
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r 
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e 
ac

tiv
e 

in
gr

ed
ie

nt
(s

) o
f t

he
 

re
ag

en
t(s

) o
r k

it 
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B.
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7 
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)] 
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n 
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e 
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e 
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t p
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 a
m

ou
nt

 o
r 
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[8
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 I.
B.

8.
7 
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)] 
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 c
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[8

, A
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 I.

B.
8.

7 
(b

)] 
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l b
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 p
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. 
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r o
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r p
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ra
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, p
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t d

et
ai

ls
.

P
ac

ki
ng

 U
ni

t 

E
xa

m
pl

e:
 6

 b
ot

tle
s 

of
 

to
ta

l p
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l s
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ity
, 

pr
op
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;  
[3

1,
 S
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9.
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(b

)(5
)(i

)] 
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l s
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. 
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(b

)(5
)(i

)] 
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e 
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 o
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 b
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[3
1,
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. 
80

9.
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(b
)(5

)(i
)] 
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 d
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 c
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. 
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tic

 
m
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 d
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es
, t
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d 
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l d
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io
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/ 
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ru
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r t
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 o
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n 
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ag
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ic
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ed
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s 

w
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 m
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e:
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d 
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y 
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n 

(e
.g

. u
se

 
w
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 d
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at

ed
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st

ru
m
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y)

. 

[1
6,

 §
5.

2]
 

15
5 

K
it 
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m

po
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nt
 

id
en
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ic

at
io

n 

In
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e 
ca

se
 o

f a
 k

it,
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e 
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m
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ne
nt

s 
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al
l b

e 
de

si
gn
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ed

 in
 th

e 
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m
e 

w
ay
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s 
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e 
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m
ed

ia
te

 c
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ta
in

er
s 
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 s

pe
ci

fie
d 
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 E

N
37

5,
 

§4
.2

.3
.  

[1
0,

 §
5.

7]
 

S
ee

 a
bo

ve
.  

 
 

Th
e 

na
m

e 
of

 e
ac

h 
co
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tit

ue
nt

 re
ag

en
t 

fo
r e

xa
m

pl
e,
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ct
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g 
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t, 
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m

e 
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t, 
so
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t, 
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an
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lu

tio
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 m
ay

 b
e 

gi
ve

n.
 

 
S
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. 
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n 
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S
to

ra
ge

 a
nd

 
st

ab
ilit

y 
– 

un
op

en
ed
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ag
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ts
 

N
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Th
e 
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l m
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ab
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. 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
j)]
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e 

de
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rip
tio

n 
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 a
 

co
m
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ne

nt
 s

ho
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d 
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cl
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e
⎯

 
st
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st
ru
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h 
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 re
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N
O

TE
 

Th
is
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fo
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n 
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n 
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 b
e 

pr
ov

id
ed
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 a
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pa
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te
 s
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of
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e 
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e 
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rt.
 

⎯
 

in
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po

ss
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 d
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er

io
ra

tio
n 

of
 th

e 
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r o
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l m
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de

te
rio

ra
tio

n,
 w

he
re

 
ap

pl
ic

ab
le
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 c
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la
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ra
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 p
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at
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m
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ra
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l b
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r 
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g 

w
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Th
e 

st
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ag
e 

co
nd

iti
on

s 
an

d 
sh

el
f l

ife
 fo

llo
w

in
g 

th
e 

fir
st
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pe

ni
ng
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f t
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im
m

ed
ia

te
 c

on
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in
er
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to

ge
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ith
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e 
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ag

e 
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on
s 

an
d 

st
ab

ilit
y 

of
 w

or
ki

ng
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ag

en
ts
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ve
n,

 if
 d

iff
er

en
t f

ro
m
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os
e 

st
at

ed
 in

 E
N

37
5,

 
§4

.1
.6

, 4
.1

.9
, 4

.2
.6

 
an

d 
4.

2.
9.

 
[1
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5.
8]
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ns
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t 
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nt

ai
n 

th
e 
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e 
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nd

iti
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an

d 
sh

el
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ife
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llo

w
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g 
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e 
fir

st
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pe
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ng
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pr
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r, 

[1
, A

pp
en
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x 

B.
8.

8 
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] 
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nt
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n 

th
e 

st
or

ag
e 
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nd
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an

d 
st
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ilit
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of

 
w

or
ki

ng
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[1
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x 
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8 
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] 
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ca
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ra
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r o
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 c
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f l
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0,
 §

5.
9]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

an
 in

di
ca

tio
n 

of
 

an
y 

sp
ec

ia
l e

qu
ip

m
en

t 
re

qu
ire

d 
in

cl
ud

in
g 

in
fo

rm
at

io
n 

ne
ce

ss
ar

y 
fo

r 
th

e 
id

en
tif

ic
at

io
n 

of
 th

at
 

sp
ec

ia
l e

qu
ip

m
en

t f
or

 
pr

op
er

 u
se

 o
f t

he
 IV

D
; 

[1
, A

pp
en

di
x 

B.
8.

8 
e)

] 

if 
th

e 
IV

D
 m

us
t b

e 
us

ed
 in

 
co

m
bi

na
tio

n 
w

ith
, i

ns
ta

lle
d 

w
ith

, o
r c

on
ne

ct
ed

 to
 

ot
he

r I
V

D
s 

or
 e

qu
ip

m
en

t 
in

 o
rd

er
 to

 o
pe

ra
te

 a
s 

re
qu

ire
d,

 th
e 

in
st

ru
ct

io
ns

 
fo

r u
se

 m
us

t c
on

ta
in

 
su

ffi
ci

en
t d

et
ai

ls
 o

f i
ts

 
ch

ar
ac

te
ris

tic
s 

to
 id

en
tif

y 
th

e 
co

rre
ct

 IV
D

 o
r 

eq
ui

pm
en

t t
o 

us
e 

in
 o

rd
er

 
to

 o
bt

ai
n 

a 
sa

fe
 a

nd
 

pr
op

er
 c

om
bi

na
tio

n;
 

[1
, A

pp
en

di
x 

B.
8.

8 
f)]

 

Th
e 

pa
ck

ag
e 

in
se

rt 
sh

ou
ld

 in
di

ca
te

 if
 th

e 
IV

D
D

 m
us

t b
e 

us
ed

 in
 

co
m

bi
na

tio
n 

w
ith

 o
r 

in
st

al
le

d 
w

ith
 o

r 
co

nn
ec

te
d 

to
 o

th
er

 
m

ed
ic

al
 d

ev
ic

es
 o

r 
eq

ui
pm

en
t. 

 
[4

, §
3.

2.
3]

 
In

di
ca

te
 a

ny
 d

ed
ic

at
ed

 
in

st
ru

m
en

ts
/e

qu
ip

m
en

t/ 
so

ftw
ar

e.
 In

cl
ud

e 
th

e 
fo

llo
w

in
g:

 
⎯

 
N

am
e 

of
 in

st
ru

m
en

t. 
⎯

 
M

od
el

 n
um

be
r(s

)/ 
ve

rs
io

n 
nu

m
be

r(s
). 

⎯
 

B
rie

f d
es

cr
ip

tio
n 

of
 

us
e 

or
 fu

nc
tio

n,
 

pe
rfo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s/
 

sp
ec

ifi
ca

tio
ns

, 
w

ar
ni

ng
s 

an
d 

pr
ec

au
tio

ns
, 

lim
ita

tio
ns

, e
tc

. 
[4

, §
3.

2.
5.

1(
c)

] 
S

ee
 a

ls
o 

N
O

TE
 7

. 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

an
 in

di
ca

tio
n 

of
 

an
y 

sp
ec

ia
l e

qu
ip

m
en

t 
re

qu
ire

d 
in

cl
ud

in
g 

in
fo

rm
at

io
n 

ne
ce

ss
ar

y 
fo

r 
th

e 
id

en
tif

ic
at

io
n 

of
 th

at
 

sp
ec

ia
l e

qu
ip

m
en

t f
or

 
pr

op
er

 u
se

;  
[8

, A
nn

ex
 I.

B.
8.

7 
(e

)] 

if 
th

e 
de

vi
ce

 m
us

t b
e 

us
ed

 
in

 c
om

bi
na

tio
n 

w
ith

 o
r 

in
st

al
le

d 
w

ith
 o

r 
co

nn
ec

te
d 

to
 o

th
er

 
m

ed
ic

al
 d

ev
ic

es
 o

r 
eq

ui
pm

en
t i

n 
or

de
r t

o 
op

er
at

e 
as

 re
qu

ire
d 

fo
r i

ts
 

in
te

nd
ed

 p
ur

po
se

, 
su

ffi
ci

en
t d

et
ai

ls
 o

f i
ts

 
ch

ar
ac

te
ris

tic
s 

to
 id

en
tif

y 
th

e 
co

rre
ct

 d
ev

ic
es

 o
r 

eq
ui

pm
en

t t
o 

us
e 

in
 o

rd
er

 
to

 o
bt

ai
n 

a 
sa

fe
 a

nd
 

pr
op

er
 c

om
bi

na
tio

n;
  

[8
, A

nn
ex

 I.
B.

8.
7 

(m
)] 

A
ny

 e
qu

ip
m

en
t 

re
qu

ire
d 

by
 n

ot
 

pr
ov

id
ed

 s
ha

ll 
be

 
lis

te
d.

 

Th
e 

ge
ne

ric
 n

am
e 

of
 

th
e 

m
ea

su
rin

g 
eq

ui
pm

en
t s

ha
ll 

be
 

gi
ve

n,
 if

 a
pp

ro
pr

ia
te

. 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 A

 li
st

 o
f a

ll 
m

at
er

ia
ls

 p
ro

vi
de

d,
 

e.
g.

 re
ag

en
ts

, 
in

st
ru

m
en

ts
 a

nd
 

eq
ui

pm
en

t, 
w

ith
 

in
st

ru
ct

io
ns

 fo
r t

he
ir 

us
e.

 
[3

1,
 S

ec
. 

80
9.

10
(b

)(8
)(i

)] 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 A

 li
st

 o
f a

ll 
m

at
er

ia
ls

 re
qu

ire
d 

bu
t 

no
t p

ro
vi

de
d.

 In
cl

ud
e 

su
ch

 d
et

ai
ls

 a
s 

si
ze

s,
 

nu
m

be
rs

, t
yp

es
, a

nd
 

qu
al

ity
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(8

)(i
i)]

 

If 
th

e 
de

vi
ce

 is
 to

 b
e 

in
st

al
le

d 
w

ith
 o

r 
co

nn
ec

te
d 

to
 o

th
er

 
m

ed
ic

al
 d

ev
ic

es
 o

r 
eq

ui
pm

en
t, 

or
 w

ith
 

de
di

ca
te

d 
so

ftw
ar

e,
 in

 
or

de
r t

o 
op

er
at

e 
as

 
re

qu
ire

d 
fo

r i
ts

 
in

te
nd

ed
 u

se
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
su

ffi
ci

en
t d

et
ai

ls
 o

f i
ts

 
ch

ar
ac

te
ris

tic
s 

to
 

id
en

tif
y 

th
e 

co
rre

ct
 

de
vi

ce
s 

or
 e

qu
ip

m
en

t 
to

 u
se

 in
 o

rd
er

 to
 

ob
ta

in
 a

 s
af

e 
co

m
bi

na
tio

n.
 

[1
6,

 §
5.

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st
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lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

16
0 

S
in

gl
e-

us
e 

re
ag

en
ts

 
N

A
 

 
 

 
 

 
Th

e 
la

be
llin

g 
sh

ou
ld

 
be

ar
 a

n 
in

di
ca

tio
n,

 
w

he
re

 a
pp

lic
ab

le
, t

ha
t 

th
e 

de
vi

ce
 h

as
 b

ee
n 

sp
ec

ifi
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r f
or

 
si

ng
le

 u
se

 o
nl

y.
 

[1
6,

 §
5.

2]
 

16
1 

S
pe

ci
m

en
 

Th
e 

ty
pe

 o
f s

pe
ci

m
en

 
to

 b
e 

us
ed

 a
nd

 a
ny

 
sp

ec
ia

l c
on

di
tio

ns
 o

f 
co

lle
ct

io
n,

 
pr

et
re

at
m

en
t a

nd
, i

f 
ne

ce
ss

ar
y,

 s
to

ra
ge

 
co

nd
iti

on
s 

as
 w

el
l a

s 
in

st
ru

ct
io

ns
 fo

r t
he

 
pr

ep
ar

at
io

n 
of

 th
e 

pa
tie

nt
 s

ha
ll 

be
 g

iv
en

.  
[1

0,
 §

5.
10

] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

ty
pe

 o
f 

sp
ec

im
en

 (s
am

pl
e)

 to
 b

e 
us

ed
 w

ith
 th

e 
IV

D
, 

in
cl

ud
in

g 
an

y 
sp

ec
ia

l 
co

nd
iti

on
s 

of
 c

ol
le

ct
io

n,
 

pr
e-

tre
at

m
en

t a
nd

, i
f 

ne
ce

ss
ar

y,
 s

to
ra

ge
 

co
nd

iti
on

s;
 

[1
, A

pp
en

di
x 

B.
8.

8 
m

)] 

th
e 

in
st

ru
ct

io
ns

 fo
r u

se
 

m
us

t c
on

ta
in

, w
he

re
 

ne
ce

ss
ar

y,
 in

st
ru

ct
io

ns
 fo

r 
th

e 
pr

ep
ar

at
io

n 
of

 th
e 

pa
tie

nt
; 

[1
, A

pp
en

di
x 

B.
8.

8 
n)

] 

In
di

ca
te

 th
e 

fo
llo

w
in

g:
 

D
es

cr
ip

tio
n 

of
 th

e 
sp

ec
im

en
. 

C
rit

er
ia

 fo
r a

cc
ep

ta
nc

e 
or

 
re

je
ct

io
n 

of
 s

am
pl

es
. 

P
at

ie
nt

 p
re

pa
ra

tio
n,

 
pr

ec
au

tio
ns

 a
nd

 
pr

oc
ed

ur
e 

fo
r s

pe
ci

m
en

 
co

lle
ct

io
n 

(e
.g

. r
em

ov
al

 o
f 

pa
rti

cu
la

te
 m

at
te

r b
y 

ce
nt

rif
ug

at
io

n,
 e

tc
.).

 

A
dd

iti
ve

s 
an

d 
pr

es
er

va
tiv

es
 to

 b
e 

ad
de

d 
to

 th
e 

sp
ec

im
en

, t
o 

pr
es

er
ve

 th
e 

in
te

gr
ity

 o
f 

th
e 

sp
ec

im
en

. 

S
to

ra
ge

 a
nd

 h
an

dl
in

g 
re

qu
ire

m
en

ts
.  

[4
, §

3.
2.

5.
3]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

ty
pe

 o
f 

sp
ec

im
en

 to
 b

e 
us

ed
, a

ny
 

sp
ec

ia
l c

on
di

tio
ns

 o
f 

co
lle

ct
io

n,
 p

re
-tr

ea
tm

en
t 

an
d,

 if
 n

ec
es

sa
ry

, s
to

ra
ge

 
co

nd
iti

on
s 

an
d 

in
st

ru
ct

io
ns

 fo
r t

he
 

pr
ep

ar
at

io
n 

of
 th

e 
pa

tie
nt

; 
[8

, A
nn

ex
 I.

B.
8.

7 
(f)

] 

O
n 

th
e 

ba
si

s 
of

 
do

m
es

tic
 a

nd
 fo

re
ig

n 
pu

bl
is

he
d 

re
po

rts
 o

r 
in

-h
ou

se
 d

at
a 

on
 th

e 
in

 v
itr

o 
di

ag
no

st
ic

 in
 

qu
es

tio
n,

 in
di

ca
te

 th
e 

fa
ct

or
s 

su
ch

 a
s 

m
en

tio
ne

d 
be

lo
w

 th
at

 
m

ay
 in

flu
en

ce
 

m
ea

su
re

m
en

t a
nd

 
re

le
va

nt
 p

re
ca

ut
io

ns
 

in
 o

pe
ra

tio
n:

 

a)
 

N
at

ur
e 

of
 te

st
 

sp
ec

im
en

 a
nd

 
m

et
ho

d 
of

 it
s 

co
lle

ct
io

n,
 

b)
 

In
te

rfe
rin

g 
su

bs
ta

nc
es

, e
tc

. 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 S

pe
ci

m
en

 
co

lle
ct

io
n 

an
d 

pr
ep

ar
at

io
n 

fo
r 

an
al

ys
is

, i
nc

lu
di

ng
 a

 
de

sc
rip

tio
n 

of
: S

pe
ci

al
 

pr
ec

au
tio

ns
 re

ga
rd

in
g 

sp
ec

im
en

 c
ol

le
ct

io
n 

in
cl

ud
in

g 
sp

ec
ia

l 
pr

ep
ar

at
io

n 
of

 th
e 

pa
tie

nt
 a

s 
it 

be
ar

s 
on

 
th

e 
va

lid
ity

 o
f t

he
 te

st
.

[3
1,

 S
ec

. 
80

9.
10

(b
)(7

)(i
)] 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 A

dd
iti

ve
s,

 
pr

es
er

va
tiv

es
, e

tc
., 

ne
ce

ss
ar

y 
to

 m
ai

nt
ai

n 
th

e 
in

te
gr

ity
 o

f t
he

 
sp

ec
im

en
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(7

)(i
i)]

 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 

R
ec

om
m

en
de

d 
st

or
ag

e,
 h

an
dl

in
g 

or
 

sh
ip

pi
ng

 in
st

ru
ct

io
ns

 
fo

r t
he

 p
ro

te
ct

io
n 

an
d 

m
ai

nt
en

an
ce

 o
f 

st
ab

ilit
y 

of
 th

e 
sp

ec
im

en
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(7

)(i
v)

] 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 a
dd

iti
on

al
 

di
re

ct
io

ns
/ i

ns
tru

ct
io

ns
 

fo
r t

he
 p

ro
pe

r u
se

 o
f 

in
 v

itr
o 

di
ag

no
st

ic
 

m
ed

ic
al

 d
ev

ic
es

 
w

hi
ch

 m
ay

 in
cl

ud
e:

 
S

pe
ci

m
en

 ty
pe

, 
co

lle
ct

io
n,

 h
an

dl
in

g 
an

d 
pr

ep
ar

at
io

n.
 

[1
6,

 §
5.

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

16
2 

M
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 th
e 

pr
oc

ed
ur

e 
to

 b
e 

fo
llo

w
ed

, w
hi

ch
 c

an
 b

e 
cl

ea
rly

 u
nd

er
st

oo
d 

by
 

th
e 

op
er

at
or

, s
ha

ll 
be

 
pr

ov
id

ed
. 

[1
0,

 §
5.

11
] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

a 
de

ta
ile

d 
de

sc
rip

tio
n 

of
 th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 

in
 u

si
ng

 th
e 

IV
D

, 
in

cl
ud

in
g;

 
[1

, A
pp

en
di

x 
B.

8.
8 

o)
] 

Fo
r t

he
 te

st
 m

et
ho

d:
 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

pr
ov

id
e 

co
m

pl
et

e 
in

fo
rm

at
io

n 
re

le
va

nt
 to

 th
e 

sa
fe

 a
nd

 e
ffe

ct
iv

e 
us

e 
of

 
th

e 
IV

D
D

. T
he

 fo
llo

w
in

g 
sh

ou
ld

 b
e 

in
cl

ud
ed

: 
⎯

 
D

es
cr

ip
tio

n 
of

 th
e 

re
qu

ire
d 

am
ou

nt
s 

of
 

re
ag

en
ts

, s
am

pl
es

, 
an

d 
co

nt
ro

ls
; 

in
cu

ba
tio

n 
sc

he
du

le
s,

 
te

m
pe

ra
tu

re
, 

w
av

el
en

gt
hs

 u
se

d 
fo

r 
m

ea
su

re
m

en
t, 

an
d 

ot
he

r r
el

ev
an

t 
en

vi
ro

nm
en

ta
l 

co
nd

iti
on

s 
un

de
r 

w
hi

ch
 th

e 
de

vi
ce

 is
 to

 
be

 u
se

d.
 

⎯
 

S
am

pl
e 

se
le

ct
io

n 
an

d 
ha

nd
lin

g.
 

⎯
 

P
er

fo
rm

an
ce

/ 
tu

rn
ar

ou
nd

 ti
m

e.
 

⎯
 

S
ta

bi
lit

y 
of

 th
e 

fin
al

 
re

ac
tio

n 
pr

od
uc

t. 

[4
, §

3.
2.

5.
4 

(a
)] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

a 
de

ta
ile

d 
de

sc
rip

tio
n 

of
 th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 

in
 u

si
ng

 th
e 

de
vi

ce
;  

[8
, A

nn
ex

 I.
B.

8.
7 

(g
)] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 

w
ith

 th
e 

de
vi

ce
 in

cl
ud

in
g 

as
 a

pp
ro

pr
ia

te
:  

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, a
n 

in
di

ca
tio

n 
w

he
th

er
 a

ny
 

pa
rti

cu
la

r t
ra

in
in

g 
is

 
re

qu
ire

d;
  

[8
, A

nn
ex

 1
.B

.8
.7

 (h
)] 

D
es

cr
ib

e 
th

e 
op

er
at

in
g 

pr
oc

ed
ur

e 
in

 d
et

ai
l o

n 
th

e 
ba

si
s 

of
 th

e 
ad

m
in

is
tra

tio
n 

do
sa

ge
 a

pp
ro

ve
d.

 

 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 A

 s
te

p-
by

-
st

ep
 o

ut
lin

e 
of

 
re

co
m

m
en

de
d 

pr
oc

ed
ur

es
 fr

om
 

re
ce

pt
io

n 
of

 th
e 

sp
ec

im
en

 to
 o

bt
ai

ni
ng

 
re

su
lts

. L
is

t a
ny

 p
oi

nt
s 

th
at

 m
ay

 b
e 

us
ef

ul
 in

 
im

pr
ov

in
g 

pr
ec

is
io

n 
an

d 
ac

cu
ra

cy
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(8

)] 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 A

 d
es

cr
ip

tio
n 

of
 th

e 
am

ou
nt

s 
of

 
re

ag
en

ts
 n

ec
es

sa
ry

, 
tim

es
 re

qu
ire

d 
fo

r 
sp

ec
ifi

c 
st

ep
s,

 p
ro

pe
r 

te
m

pe
ra

tu
re

s,
 

w
av

el
en

gt
hs

, e
tc

. 
[3

1,
 S

ec
. 

80
9.

10
(b

)(8
)(i

ii)
] 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 A

 s
ta

te
m

en
t 

de
sc

rib
in

g 
th

e 
st

ab
ili

ty
 

of
 th

e 
fin

al
 re

ac
tio

n 
m

at
er

ia
l t

o 
be

 
m

ea
su

re
d 

an
d 

th
e 

tim
e 

w
ith

in
 w

hi
ch

 it
 

sh
al

l b
e 

m
ea

su
re

d 
to

 
as

su
re

 a
cc

ur
at

e 
re

su
lts

. 
[3

1,
 S

ec
. 

80
9.

10
(b

)(8
)(i

v)
] 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
th

e 
as

sa
y 

pr
oc

ed
ur

e 
in

cl
ud

in
g 

ca
lc

ul
at

io
ns

 
an

d 
in

te
rp

re
ta

tio
n 

of
 

re
su

lts
. 

In
st

ru
ct

io
ns

 fo
r u

se
 

sh
ou

ld
 b

e 
w

rit
te

n 
in

 
te

rm
s 

re
ad

ily
 

un
de

rs
to

od
 b

y 
th

e 
in

te
nd

ed
 u

se
r. 

 
[1

6,
 §

5.
1]

 

16
3 

C
al

ib
ra

tio
n 

pr
oc

ed
ur

e 
N

A
 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
in

fo
rm

at
io

n 
ab

ou
t t

he
 u

se
 

of
 a

va
ila

bl
e 

re
fe

re
nc

e 
m

ea
su

re
m

en
t p

ro
ce

du
re

s 
an

d 
m

at
er

ia
ls

 b
y 

th
e 

us
er

,
[1

, A
pp

en
di

x 
B.

8.
8 

o)
] 

Th
e 

fo
llo

w
in

g 
sh

ou
ld

 b
e 

in
cl

ud
ed

: 
⎯

 
C

al
ib

ra
tio

n 
in

fo
rm

at
io

n:
 c

on
tro

ls
, 

re
fe

re
nc

e 
sa

m
pl

es
, 

bl
an

ks
, p

re
pa

ra
tio

n 
of

 s
ta

nd
ar

d 
cu

rv
e,

 
in

di
ca

tio
n 

of
 th

e 
m

ax
im

um
 a

nd
 

m
in

im
um

 le
ve

ls
 o

f 
de

te
ct

io
n,

 e
tc

. 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

de
ta

ils
 o

f t
he

 
ca

lib
ra

tio
n 

ne
ed

ed
 to

 
en

su
re

 th
at

 th
e 

de
vi

ce
 

op
er

at
es

 p
ro

pe
rly

 a
nd

 
sa

fe
ly

;  
[8

, A
nn

ex
 I.

B.
8.

7 
(n

)] 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, 
in

fo
rm

at
io

n 
ab

ou
t t

he
 u

se
 

 
La

be
llin

g 
sh

al
l 

in
cl

ud
e:

 D
et

ai
ls

 o
f 

ca
lib

ra
tio

n:
 Id

en
tif

y 
re

fe
re

nc
e 

m
at

er
ia

l. 
D

es
cr

ib
e 

pr
ep

ar
at

io
n 

of
 re

fe
re

nc
e 

sa
m

pl
e(

s)
, u

se
 o

f 
bl

an
ks

, p
re

pa
ra

tio
n 

of
 

th
e 

st
an

da
rd

 c
ur

ve
, 

et
c.

 T
he

 d
es

cr
ip

tio
n 

of
 

th
e 

ra
ng

e 
of

 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 d
et

ai
ls

 o
f t

he
 

ca
lib

ra
tio

n 
ne

ed
ed

 to
 

en
su

re
 th

at
 th

e 
de

vi
ce

 
op

er
at

es
 p

ro
pe

rly
 a

nd
 

sa
fe

ly
 d

ur
in

g 
its

 
in

te
nd

ed
 li

fe
. 

[1
6,

 §
5.

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st
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lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

of
 a

va
ila

bl
e 

re
fe

re
nc

e 
m

ea
su

re
m

en
t p

ro
ce

du
re

s 
an

d 
m

at
er

ia
ls

 b
y 

th
e 

us
er

,
[8

, A
nn

ex
 1

.B
.8

.7
 (h

)] 

ca
lib

ra
tio

n 
sh

ou
ld

 
in

cl
ud

e 
th

e 
hi

gh
es

t 
an

d 
th

e 
lo

w
es

t v
al

ue
s 

m
ea

su
ra

bl
e 

by
 th

e 
pr

oc
ed

ur
e.

 
[3

1,
 S

ec
. 

80
9.

10
(b

)(8
)(v

)] 

16
4 

P
rin

ci
pl

e 
of

 
th

e 
m

et
ho

d 
In

fo
rm

at
io

n 
on

 th
e 

pr
in

ci
pl

e 
of

 th
e 

m
et

ho
d 

in
di

ca
tin

g 
th

e 
ty

pe
 o

f 
re

ac
tio

n 
(e

.g
. 

ch
em

ic
al

, 
m

ic
ro

bi
ol

og
ic

al
 o

r 
im

m
un

oc
he

m
ic

al
) a

nd
 

a 
de

sc
rip

tio
n 

of
 th

e 
in

di
ca

to
r o

r d
et

ec
tio

n 
sy

st
em

 s
ha

ll 
be

 g
iv

en
. 

[1
0,

 §
5.

12
.1

] 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
th

e 
pr

in
ci

pl
e 

of
 th

e 
m

et
ho

d,
 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

Th
e 

pa
ck

ag
e 

in
se

rt 
sh

ou
ld

 in
di

ca
te

 th
e 

te
ch

no
lo

gy
 o

f t
he

 IV
D

D
 

(e
.g

. E
LI

S
A,

 
ch

ro
m

at
og

ra
ph

ic
, e

tc
.).

  
[4

, §
3.

2.
3]

 

In
di

ca
te

 a
 b

rie
f s

um
m

ar
y 

an
d 

ex
pl

an
at

io
n 

of
 th

e 
te

st
 a

nd
 h

ow
 it

 w
or

ks
, 

in
cl

ud
in

g 
th

e 
cl

in
ic

al
 

be
ne

fit
s 

an
d 

lim
ita

tio
ns

 o
f 

th
e 

te
st

 w
ith

 re
sp

ec
t t

o 
in

te
nd

ed
 u

se
. 

D
es

cr
ib

e 
th

e 
te

ch
ni

qu
e(

s)
 

an
d 

re
ac

tio
ns

 (b
io

lo
gi

ca
l, 

ch
em

ic
al

, m
ic

ro
bi

ol
og

ic
al

, 
im

m
un

oc
he

m
ic

al
, e

tc
.) 

us
ed

, c
iti

ng
 li

te
ra

tu
re

 
re

fe
re

nc
es

 w
he

re
 

ap
pr

op
ria

te
. 

Th
e 

su
m

m
ar

y 
sh

ou
ld

 
in

cl
ud

e 
de

sc
rip

tio
ns

 o
f t

he
 

ty
pe

s 
of

 a
nt

ib
od

ie
s 

an
d 

an
tig

en
s 

us
ed

 in
 th

e 
te

st
, 

(e
.g

. s
yn

th
et

ic
 p

ep
tid

e,
 

m
on

oc
lo

na
l, 

re
co

m
bi

na
nt

, 
et

c.
), 

an
d 

pu
rif

ic
at

io
n 

m
et

ho
ds

.  
[4

, §
3.

2.
4]

 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, t
he

 
pr

in
ci

pl
e 

of
 th

e 
m

et
ho

d,
  

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

Th
e 

m
ea

su
rin

g 
m

et
ho

d 
(m

ea
su

rin
g 

pr
in

ci
pl

e)
 w

ith
 th

e 
in

 v
itr

o 
di

ag
no

st
ic

 in
 

qu
es

tio
n 

sh
al

l b
e 

gi
ve

n.
 

C
ha

ra
ct

er
is

tic
s 

of
 th

e 
m

et
ho

d 
w

ith
 th

e 
di

ag
no

st
ic

 in
 q

ue
st

io
n 

m
ay

 b
e 

gi
ve

n.
 

Th
e 

la
be

lli
ng

 m
us

t 
in

di
ca

te
: S

um
m

ar
y 

an
d 

ex
pl

an
at

io
n 

of
 th

e 
te

st
. I

nc
lu

de
 a

 s
ho

rt 
hi

st
or

y 
of

 th
e 

m
et

ho
do

lo
gy

, w
ith

 
pe

rti
ne

nt
 re

fe
re

nc
es

 
an

d 
a 

ba
la

nc
ed

 
st

at
em

en
t o

f t
he

 
sp

ec
ia

l m
er

its
 a

nd
 

lim
ita

tio
ns

 o
f t

hi
s 

m
et

ho
d 

or
 p

ro
du

ct
. 

If 
th

e 
pr

od
uc

t l
ab

el
lin

g 
re

fe
rs

 to
 a

ny
 o

th
er

 
pr

oc
ed

ur
e,

 
ap

pr
op

ria
te

 li
te

ra
tu

re
 

ci
ta

tio
ns

 s
ha

ll 
be

 
in

cl
ud

ed
 a

nd
 th

e 
la

be
lli

ng
 s

ha
ll 

ex
pl

ai
n 

th
e 

na
tu

re
 o

f a
ny

 
di

ffe
re

nc
es

 fr
om

 th
e 

or
ig

in
al

 a
nd

 th
ei

r 
ef

fe
ct

 o
n 

th
e 

re
su

lts
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(3

)] 

Th
e 

la
be

lli
ng

 m
us

t 
in

di
ca

te
: T

he
 

ch
em

ic
al

, p
hy

si
ca

l, 
ph

ys
io

lo
gi

ca
l, 

or
 

bi
ol

og
ic

al
 p

rin
ci

pl
es

 o
f 

th
e 

pr
oc

ed
ur

e.
 

E
xp

la
in

 c
on

ci
se

ly
, 

w
ith

 c
he

m
ic

al
 

re
ac

tio
ns

 a
nd

 
te

ch
ni

qu
es

 in
vo

lv
ed

, i
f 

ap
pl

ic
ab

le
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(4

)] 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
th

e 
sc

ie
nt

ifi
c 

te
st

 
pr

in
ci

pl
e.

 [1
6,

 §
5.

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st
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lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

16
5 

P
er

fo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s 

Th
e 

sp
ec

ifi
c 

an
al

yt
ic

al
 

pe
rfo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s 
(e

.g
. 

an
al

yt
ic

al
 s

en
si

tiv
ity

, 
an

al
yt

ic
al

 s
pe

ci
fic

ity
, 

tru
en

es
s,

 re
pe

at
ab

ilit
y,

 
re

pr
od

uc
ib

ilit
y,

 li
m

its
 o

f 
de

te
ct

io
n 

an
d 

m
ea

su
re

m
en

t i
nt

er
va

l),
 

sh
al

l b
e 

de
sc

rib
ed

  
[1

0,
 §

5.
12

.2
] 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
th

e 
sp

ec
ifi

c 
an

al
yt

ic
al

 
pe

rfo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s 

(e
.g

. 
se

ns
iti

vi
ty

, s
pe

ci
fic

ity
, 

ac
cu

ra
cy

, r
ep

ea
ta

bi
lit

y,
 

re
pr

od
uc

ib
ilit

y,
 li

m
its

 o
f 

de
te

ct
io

n 
an

d 
m

ea
su

re
m

en
t r

an
ge

), 
 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

Th
e 

la
be

l m
us

t i
nc

lu
de

 th
e 

pe
rfo

rm
an

ce
 

sp
ec

ifi
ca

tio
ns

 o
f t

he
 

de
vi

ce
 if

 th
os

e 
sp

ec
ifi

ca
tio

ns
 a

re
 

ne
ce

ss
ar

y 
fo

r p
ro

pe
r u

se
;

[5
, P

ar
t 1

, S
ec

. 2
1.

 (1
) (

h)
]

Th
e 

P
er

fo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s 

S
ec

. m
us

t 
in

cl
ud

e 
a 

su
m

m
ar

y 
of

 
da

ta
 fr

om
 c

lin
ic

al
 tr

ia
ls

 
up

on
 w

hi
ch

 th
e 

pe
rfo

rm
an

ce
 o

f t
he

 te
st

 is
 

ba
se

d.
 

P
er

fo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s 

su
ch

 a
s 

se
ns

iti
vi

ty
, s

pe
ci

fic
ity

, 
pr

ed
ic

tiv
e 

va
lu

es
, 

re
pr

od
uc

ib
ilit

y,
 

re
pe

at
ab

ilit
y,

 s
ta

bi
lit

y,
 

lim
its

 o
f d

et
ec

tio
n 

an
d 

m
ea

su
re

m
en

t r
an

ge
, 

ea
rli

es
t c

lin
ic

al
 d

et
ec

tio
n 

in
 c

om
pa

ris
on

 w
ith

 te
st

s 
of

 re
fe

re
nc

e,
 e

tc
., 

ar
e 

re
qu

ire
d.

 In
di

ca
te

 
95

 %
 c

on
fid

en
ce

 in
te

rv
al

s 
w

he
re

 a
pp

ro
pr

ia
te

.  
[4

, §
3.

2.
6]

 

In
di

ca
te

 th
e 

m
ax

im
um

 
an

d 
m

in
im

um
 le

ve
ls

 o
f 

de
te

ct
io

n,
 e

tc
.  

[4
, §

3.
2.

5.
4 

(a
)] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

pe
rfo

rm
an

ce
s 

re
fe

rre
d 

to
 in

 S
ec

. 3
 o

f 
pa

rt 
A:

  
[a

na
ly

tic
al

 s
en

si
tiv

ity
, 

di
ag

no
st

ic
 s

en
si

tiv
ity

, 
an

al
yt

ic
al

 s
pe

ci
fic

ity
, 

di
ag

no
st

ic
 s

pe
ci

fic
ity

, 
ac

cu
ra

cy
, r

ep
ea

ta
bi

lit
y,

 
re

pr
od

uc
ib

ilit
y,

 in
cl

ud
in

g 
co

nt
ro

l o
f k

no
w

n 
re

le
va

nt
 

in
te

rfe
re

nc
e,

 a
nd

 li
m

its
 o

f 
de

te
ct

io
n,

 s
ta

te
d 

by
 th

e 
m

an
uf

ac
tu

re
r.]

 
[8

, A
nn

ex
 I.

B.
8.

7 
(d

)] 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, t
he

 
sp

ec
ifi

c 
an

al
yt

ic
al

 
pe

rfo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s 

(e
.g

. 
se

ns
iti

vi
ty

, s
pe

ci
fic

ity
, 

ac
cu

ra
cy

, r
ep

ea
ta

bi
lit

y,
 

re
pr

od
uc

ib
ilit

y,
 li

m
its

 o
f 

de
te

ct
io

n 
an

d 
m

ea
su

re
m

en
t r

an
ge

,  
[8

, A
nn

ex
 I.

B.
8.

7 
(h

)] 
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di

ca
te

 p
er

fo
rm

an
ce

 
of

 th
e 

in
 v

itr
o 

di
ag

no
st

ic
 in

 q
ue

st
io

n 
(s

en
si

tiv
ity

, s
pe

ci
fic

ity
, 

re
pe

at
ab

ilit
y 

an
d 

ra
ng

e 
of

 
m

ea
su

re
m

en
t),

 w
he

re
 

se
ns

iti
vi

ty
 is

 th
e 

an
al

yt
ic

al
 s

en
si

tiv
ity

, 
m

in
im

um
 d

is
ta

nc
e 

of
 

di
st

in
gu

is
ha

bl
e 

qu
an

tit
ie

s,
 a

na
ly

tic
al

 
sp

ec
ifi

ci
ty

 e
xp

re
ss

ed
 

in
 g

en
er

al
 b

y 
co

rre
la

tio
n 

ov
er

 
ex

is
tin

g 
pr

oc
ed

ur
e,

 
an

d 
re

pe
at

ab
ilit

y,
 

w
ith

in
 ru

n 
re

pe
at

ab
ilit

y.
 

Fo
r s

en
si

tiv
ity

, 
sp

ec
ifi

ci
ty

 a
nd

 
re

pe
at

ab
ilit

y,
 it

 m
ay

 
be

 p
os

si
bl

e 
ju

st
 to

 
in

di
ca

te
 th

e 
sp

ec
ifi

ca
tio

ns
 fo

r 
pe

rfo
rm

an
ce

 g
iv

en
 in

 
th

e 
sp

ec
ifi

ca
tio

ns
 a

nd
 

te
st

in
g 

m
et

ho
ds

 
co

lu
m

n 
of

 th
e 

ap
pr

ov
al

 a
pp

lic
at

io
n 

fo
rm

. 

In
di

ca
te

 th
e 

ra
ng

e 
of

 
m

ea
su

re
m

en
t o

n 
th

e 
ba

si
s 

of
 d

om
es

tic
 a

nd
 

fo
re

ig
n 

pu
bl

is
he

d 
re

po
rts

 o
r i

n-
ho

us
e 

da
ta

 o
n 

th
e 

in
 v

itr
o 

di
ag

no
st

ic
 in

 q
ue

st
io

n.

In
cl

ud
e,

 a
s 

ap
pr

op
ria

te
, 

in
fo

rm
at

io
n 

de
sc

rib
in

g 
sp

ec
ific

 p
er

fo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s,

 s
uc

h 
as

 
ac

cu
ra

cy
, p

re
ci

si
on

, 
sp

ec
ific

ity
, a

nd
 

se
ns

itiv
ity

. 

Th
es

e 
sh

al
l b

e 
re

la
te

d 
to

 a
 g

en
er

al
ly

 a
cc

ep
te

d 
m

et
ho

d 
us

in
g 

bi
ol

og
ic

al
 

sp
ec

im
en

s 
fro

m
 n

or
m

al
 

an
d 

ab
no

rm
al

 
po

pu
la

tio
ns

. 

In
cl

ud
e 

a 
st

at
em

en
t 

su
m

m
ar

izi
ng

 th
e 

da
ta

 
up

on
 w

hi
ch

 th
e 

sp
ec

ific
 

pe
rfo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s 
ar

e 
ba

se
d.

 
[3

1,
 S

ec
. 

80
9.

10
(b

)(1
2)

] 

Al
l p

ac
ka

ge
 in

se
rts

 fo
r 

la
bo

ra
to

ry
 te

st
s 

sh
ou

ld
 

cl
ea

rly
 e

xp
la

in
 h

ow
 

pe
rfo

rm
an

ce
 h

as
 b

ee
n 

de
du

ce
d 

or
 

de
te

rm
in

ed
. 

Es
tim

at
es

 o
f s

en
si

tiv
ity

, 
sp

ec
ific

ity
, a

nd
 R

O
C

 
(R

ec
ei

ve
r O

pe
ra

tin
g 

C
ha

ra
ct

er
is

tic
) C

ur
ve

s,
 

al
on

g 
w

ith
 c

on
fid

en
ce

 
in

te
rv

al
s 

ar
e 

ap
pr

op
ria

te
 m

ea
su

re
s 

of
 p

er
fo

rm
an

ce
 a

nd
 

m
ay

 b
e 

pr
es

en
te

d 
in

 
la

be
llin

g.
 [4

1]
 

Th
e 

de
sc

rip
tio

n 
of

 th
e 

ra
ng

e 
of

 c
al

ib
ra

tio
n 

sh
ou

ld
 in

cl
ud

e 
th

e 
hi

gh
es

t a
nd

 th
e 

lo
w

es
t 

va
lu

es
 m

ea
su

ra
bl

e 
by

 
th

e 
pr

oc
ed

ur
e.

 
[3

1,
 S

ec
. 

80
9.

10
(b

)(8
)(v

)] 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
th

e 
an

al
yt

ic
al

 
pe

rfo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s,

 s
uc

h 
as

 s
en

si
tiv

ity
, 

sp
ec

ifi
ci

ty
, a

cc
ur

ac
y 

(tr
ue

ne
ss

 a
nd

 
pr

ec
is

io
n)

.  
[1

6,
 §

5.
2]

 

ISO/TR 18112:2006(E) 

78  © ISO 2006 – All rights reservedCopyright International Organization for Standardization 
Reproduced by IHS under license with ISO 

Not for ResaleNo reproduction or networking permitted without license from IHS

-
-
`
,
,
`
`
`
,
,
,
,
`
`
`
`
-
`
-
`
,
,
`
,
,
`
,
`
,
,
`
-
-
-



# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U
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G

H
TF
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6 

In
te

rfe
re

nt
s 

…
 in

fo
rm

at
io

n 
ne

ed
ed

 
fo

r t
he

 d
et

ec
tio

n 
of

 
kn

ow
n 

re
le

va
nt

 
in

te
rfe

re
nt

s 
sh

al
l b

e 
de

sc
rib

ed
  

[1
0,

 §
5.

12
.2

] 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
in

fo
rm

at
io

n 
ne

ed
ed

 fo
r t

he
 

co
nt

ro
l o

f k
no

w
n 

re
le

va
nt

 
in

te
rfe

re
nc

es
, 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

In
di

ca
te

 a
ny

 k
no

w
n 

in
te

rfe
re

nc
es

.  
[4

, §
3.

2.
5.

3]
 

Th
e 

sp
ec

ifi
c 

an
al

yt
ic

al
 

pe
rfo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s 
m

us
t 

in
cl

ud
e 

th
e 

in
fo

rm
at

io
n 

ne
ed

ed
 fo

r t
he

 c
on

tro
l o

f 
kn

ow
n 

re
le

va
nt

 
in

te
rfe

re
nc

es
), 

 
[8

, A
nn

ex
 I.

B.
8.

7 
(h

)] 

O
n 

th
e 

ba
si

s 
of

 
do

m
es

tic
 a

nd
 fo

re
ig

n 
pu

bl
is

he
d 

re
po

rts
 o

r 
in

-h
ou

se
 d

at
a 

on
 th

e 
in

 v
itr

o 
di

ag
no

st
ic

 in
 

qu
es

tio
n,

 in
di

ca
te

 th
e 

fa
ct

or
s 

su
ch

 a
s 

m
en

tio
ne

d 
be

lo
w

 th
at

 
m

ay
 in

flu
en

ce
 

m
ea

su
re

m
en

t a
nd

 
re

le
va

nt
 p

re
ca

ut
io

ns
 

in
 o

pe
ra

tio
n:

 
a)

 
N

at
ur

e 
of

 te
st

 
sp

ec
im

en
 a

nd
 

m
et

ho
d 

of
 it

s 
co

lle
ct

io
n 

b)
 

In
te

rfe
rin

g 
su

bs
ta

nc
es

, e
tc

. 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 K

no
w

n 
in

te
rfe

rin
g 

su
bs

ta
nc

es
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(7

)(i
ii)

] 

S
ta

te
 k

no
w

n 
ex

tri
ns

ic
 

fa
ct

or
s 

or
 in

te
rfe

rin
g 

su
bs

ta
nc

es
 a

ffe
ct

in
g 

re
su

lts
.  

[3
1,

 S
ec

. 
80

9.
10

(b
)(1

0)
] 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
in

fo
rm

at
io

n 
on

 
in

te
rfe

rin
g 

su
bs

ta
nc

es
 

th
at

 m
ay

 a
ffe

ct
 th

e 
pe

rfo
rm

an
ce

 o
f t

he
 

as
sa

y.
  

[1
6,

 §
5.

2]
 

16
7 

C
om

pa
ris

on
 

to
 p

re
di

ca
te

 
IV

D
 m

ed
ic

al
 

de
vi

ce
 

N
A

 
 

 
 

In
di

ca
te

 th
e 

da
ta

 o
n 

co
rre

la
tio

n 
w

ith
 a

n 
ex

is
tin

g 
ap

pr
ov

ed
 in

 
vi

tro
 d

ia
gn

os
tic

 
(in

di
ca

te
 it

s 
na

m
e,

 
m

an
uf

ac
tu

re
r 

(im
po

rte
r))

 o
r a

 
st

an
da

rd
 m

ea
su

rin
g 

m
et

ho
d 

(in
di

ca
te

 it
s 

na
m

e)
. 

C
om

pa
ris

on
 w

ith
 a

n 
ex

is
tin

g 
pr

od
uc

t 
sh

ou
ld

 b
e 

m
ad

e 
on

ly
 

w
he

n 
th

e 
pr

od
uc

t i
s 

in
 

w
id

es
pr

ea
d 

us
e 

an
d 

su
ffi

ci
en

tly
 o

bj
ec

tiv
e 

co
m

pa
ra

tiv
e 

da
ta

 a
re

 
av

ai
la

bl
e.

 

In
 c

as
es

 w
he

re
 a

 
ca

nd
id

at
e 

de
vi

ce
 is

 
be

in
g 

co
m

pa
re

d 
to

 a
 

pr
ed

ic
at

e,
 th

e 
pr

ed
ic

at
e 

an
d 

co
nd

itio
ns

 u
nd

er
 

w
hi

ch
 it

 is
 p

er
fo

rm
ed

 
sh

ou
ld

 b
e 

de
fin

ed
. 

C
on

di
tio

ns
 o

f u
se

 
in

cl
ud

e 
op

er
at

or
 

ex
pe

rie
nc

e,
 c

lin
ic

al
 

la
bo

ra
to

ry
 fa

ci
lity

 o
r 

ot
he

r t
es

t s
et

tin
g,

 
co

nt
ro

ls
 a

pp
lie

d,
 

sp
ec

im
en

 a
cc

ep
ta

nc
e 

cr
ite

ria
, e

tc
. 

A 
te

st
 th

at
 h

as
 b

ee
n 

ch
ar

ac
te

riz
ed

 to
 a

 
pr

ed
ic

at
e 

bu
t h

as
 n

ot
 

be
en

 c
om

pa
re

d 
to

 
“tr

ue
” d

ia
gn

os
tic

 s
ta

te
s 

sh
ou

ld
 b

e 
la

be
lle

d 
W

IT
H

O
U

T 
se

ns
itiv

ity
 o

r 
sp

ec
ific

ity
 c

la
im

s.
 

R
el

at
iv

e 
pe

rfo
rm

an
ce

 
m

ay
 b

e 
de

sc
rib

ed
 in

 
te

rm
s 

of
 a

gr
ee

m
en

t, 
co

-p
os

itiv
ity

 a
nd

 c
o-

ne
ga

tiv
ity

, o
r u

si
ng

 
ot

he
r s

im
ila

r t
er

m
s.

 [4
1]
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Li
m
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ns
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f 
th

e 
m

et
ho

d.
  

Th
e 

lim
ita

tio
ns

 o
f t

he
 

m
et

ho
d 

sh
al

l b
e 

de
sc

rib
ed

.  
[1

0,
 §

5.
12

.2
] 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
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ita
tio

ns
 o

f t
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 m
et

ho
d 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

In
di

ca
te

 te
st

 li
m

ita
tio

ns
 

an
d 

al
l k

no
w

n 
co

nt
ra

in
di

ca
tio

ns
, i

f n
ot

 
st

at
ed

 in
 a

 p
re

vi
ou

s 
S

ec
. 

of
 th

e 
pa

ck
ag

e 
in

se
rt,

 w
ith

 
re

fe
re

nc
es

 if
 a

pp
ro

pr
ia

te
. 

Th
is

 S
ec

. m
ay

 in
cl

ud
e 

⎯
 

qu
al

ifi
ca

tio
ns

 o
f 

pe
rs

on
ne

l p
er

fo
rm

in
g 

th
e 

te
st

 a
nd

/o
r 

⎯
 

in
te

rp
re

tin
g 

te
st

 
re

su
lts

; 

⎯
 

an
 in

di
ca

tio
n 

th
at

 
re

su
lts

 s
ho

ul
d 

on
ly

 
be

 u
se

d 
in

 
co

nj
un

ct
io

n 
w

ith
 

ot
he

r c
lin

ic
al

 a
nd

 
la

bo
ra

to
ry

 d
at

a;
 

⎯
 

va
rio

us
 p

at
ie

nt
 a

nd
 

cl
in

ic
al

 fa
ct

or
s 

th
at

 
m

ay
 a

ffe
ct

 m
ar

ke
r 

le
ve

ls
; a

nd
 

⎯
 

fa
ct

or
s 

th
at

 s
ho

ul
d 

be
 

co
ns

id
er

ed
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he
n 

in
te

rp
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tin
g 

te
st

 
re

su
lts
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[4
, §

3.
2.

5.
7]
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m
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m
en

t 
pr

oc
ed

ur
e 

m
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t i
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lu
de
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as

 a
pp

ro
pr

ia
te

, t
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lim

ita
tio

ns
 o

f t
he

 m
et

ho
d 

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

N
ot

 re
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ire
d 

ex
ce

pt
 

fo
r s
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m
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. 
In

cl
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e 
a 

st
at
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en

t o
f 
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tio
ns

 o
f t

he
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ed
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e.
  

[3
1,

 S
ec

. 
80

9.
10

(b
)(1

0)
] 
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 m
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m
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 c
er

ta
in

 re
su

lts
 

ar
e 

ob
ta

in
ed

, t
he

 
ne

ed
 fo

r t
he

 a
dd

iti
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] 
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n 

in
 th

e 
ev

en
t o

f 
ch

an
ge

s 
in

 th
e 

an
al

yt
ic

al
 

pe
rfo

rm
an

ce
 o

f t
he

 
de

vi
ce

;  
[8

, A
nn

ex
 I.

B.
8.

7 
(j)

] 
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d 

Au
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C

an
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a 
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an
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ni
on

 
Ja

pa
n 
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03

a  
U

ni
te

d 
St
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G

H
TF

 

17
6 

Q
ua

lit
y 

co
nt

ro
l 

S
ui

ta
bl

e 
pr

oc
ed

ur
es

 
fo

r i
nt

er
na

l q
ua

lit
y 

co
nt

ro
l s

ha
ll 

be
 g

iv
en

 
in

cl
ud

in
g 

a 
m

ea
ns

 fo
r 

th
e 

us
er

 to
 e

st
ab

lis
h 

cr
ite

ria
 fo

r a
ss

es
si

ng
 

th
e 

va
lid

ity
 o

f t
he

 
m

ea
su

re
m

en
t 

pr
oc

ed
ur

e.
 

[1
0,

 §
5.

15
] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

in
fo

rm
at

io
n 

ap
pr

op
ria

te
 to

 u
se

rs
 o

n:
 

in
te

rn
al

 q
ua

lit
y 

co
nt

ro
l 

in
cl

ud
in

g 
sp

ec
ifi

c 
va

lid
at

io
n 

pr
oc

ed
ur

es
, 

[1
, A

pp
en

di
x 

B.
8.

8 
s)

] 

Q
ua

lit
y 

co
nt

ro
l p

ro
ce

du
re

s 
an

d 
m

at
er

ia
ls

 re
qu

ire
d.

 
In

di
ca

te
 w

he
th

er
 p

os
iti

ve
 

an
d 

ne
ga

tiv
e 

co
nt

ro
ls

 a
re

 
re

qu
ire

d 
an

d 
w

ha
t a

re
 

co
ns

id
er

ed
 to

 b
e 

sa
tis

fa
ct

or
y 

lim
its

 o
f 

pe
rfo

rm
an

ce
. 

[4
, §

3.
2.

5.
4 

(a
)] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

in
fo

rm
at

io
n 

ap
pr

op
ria

te
 to

 u
se

rs
 o

n 
in

te
rn

al
 q

ua
lit

y 
co

nt
ro

l, 
in

cl
ud

in
g 

sp
ec

ifi
c 

va
lid

at
io

n 
pr

oc
ed

ur
es

, 
[8

, A
nn

ex
 I.

B.
8.

7 
(k

)] 

Th
e 

la
bo

ra
to

ry
 is

 
re

sp
on

si
bl

e 
fo

r 
es

ta
bl

is
hi

ng
 in

te
rn

al
 

qu
al

ity
 c

on
tro

l 
pr

oc
ed

ur
es

. 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 d

et
ai

ls
 o

f 
ki

nd
s 

of
 q

ua
lit

y 
co

nt
ro

l 
pr

oc
ed

ur
es

 a
nd

 
m

at
er

ia
ls

 re
qu

ire
d.

 
S

ta
te

 w
ha

t a
re

 
co

ns
id

er
ed

 
sa

tis
fa

ct
or

y 
lim

its
 o

f 
pe

rfo
rm

an
ce

. I
f t

he
re

 
is

 n
ee

d 
fo

r b
ot

h 
po

si
tiv

e 
an

d 
ne

ga
tiv

e 
co

nt
ro

ls
, t

hi
s 

sh
ou

ld
 

be
 s

ta
te

d.
  

[3
1,

 S
ec

. 
80

9.
10

(b
)(8

)(v
i)]

 

S
ee

 a
ls

o 
N

O
TE

 9
. 

 

17
7 

M
et

ro
lo

gi
ca

l 
tra

ce
ab

ilit
y 

 
In

fo
rm

at
io

n 
sh

al
l b

e 
gi

ve
n 

on
 th

e 
m

et
ro

lo
gi

ca
l 

tra
ce

ab
ilit

y 
of

 th
e 

va
lu

es
 a

ss
ig

ne
d 

to
 

ca
lib

ra
to

rs
 a

nd
 c

on
tro

l 
m

at
er

ia
ls

, r
ef

er
rin

g 
to

 
av

ai
la

bl
e 

re
fe

re
nc

e 
m

at
er

ia
ls

 o
f h

ig
he

r 
or

de
r (

e.
g.

 W
H

O
, o

r 
In

te
rn

at
io

na
l o

r 
E

ur
op

ea
n 

re
fe

re
nc

e 
m

at
er

ia
ls

), 
or

 li
te

ra
tu

re
 

or
 o

th
er

 a
va

ila
bl

e 
do

cu
m

en
ts

 o
r s

ou
rc

e 
of

 re
fe

re
nc

e 
m

at
er

ia
l. 

[1
0,

 §
5.

16
] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

in
fo

rm
at

io
n 

ap
pr

op
ria

te
 to

 u
se

rs
 o

n:
 

th
e 

tra
ce

ab
ilit

y 
of

 th
e 

ca
lib

ra
tio

n 
of

 th
e 

IV
D

; 
[1

, A
pp

en
di

x 
B.

8.
8 

t)]
 

 
In

st
ru

ct
io

ns
 fo

r u
se

 m
us

t 
co

nt
ai

n 
in

fo
rm

at
io

n 
ap

pr
op

ria
te

 to
 u

se
rs

 o
n 

th
e 

tra
ce

ab
ilit

y 
of

 th
e 

ca
lib

ra
tio

n 
of

 th
e 

de
vi

ce
; 

[8
, A

nn
ex

 I.
B.

8.
7 

(k
)] 

 
FD

A
 c

ur
re

nt
ly

 
re

qu
ire

s 
in

fo
rm

at
io

n 
on

 c
al

ib
ra

tio
n 

pr
oc

ed
ur

es
 p

er
fo

rm
ed

 
…

 W
he

ne
ve

r p
os

si
bl

e 
w

e 
en

co
ur

ag
e 

tra
ce

ab
ilit

y 
of

 d
ev

ic
e 

pe
rfo

rm
an

ce
 to

 a
 

re
fe

re
nc

e 
m

et
ho

d 
or

 
m

at
er

ia
l. 

[4
2]

 

 

17
8 

R
ef

er
en

ce
 

in
te

rv
al

s 
If 

kn
ow

n,
 th

e 
re

fe
re

nc
e 

in
te

rv
al

s 
an

d,
 w

he
re

 
si

gn
ifi

ca
nt

, a
 

de
sc

rip
tio

n 
of

 th
e 

re
fe

re
nc

e 
po

pu
la

tio
n 

or
 a

 p
er

tin
en

t l
ite

ra
tu

re
 

re
fe

re
nc

e 
sh

al
l b

e 
gi

ve
n.

  
[1

0,
 §

5.
17

] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

in
fo

rm
at

io
n 

ap
pr

op
ria

te
 to

 u
se

rs
 o

n:
 

th
e 

re
fe

re
nc

e 
in

te
rv

al
s 

fo
r 

th
e 

qu
an

tit
ie

s 
be

in
g 

de
te

rm
in

ed
, i

nc
lu

di
ng

 a
 

de
sc

rip
tio

n 
of

 th
e 

ap
pr

op
ria

te
 re

fe
re

nc
e 

po
pu

la
tio

n;
 

[1
, A

pp
en

di
x 

B.
8.

8 
u)

] 

In
di

ca
te

 th
e 

ra
ng

e 
of

 
ex

pe
ct

ed
 v

al
ue

s 
ba

se
d 

on
 

st
ud

ie
s 

of
 te

st
 re

su
lts

 fr
om

 
va

rio
us

 p
op

ul
at

io
ns

. 
In

di
ca

te
 h

ow
 th

e 
ra

ng
e 

w
as

 e
st

ab
lis

he
d 

an
d 

cl
ea

rly
 id

en
tif

y 
th

e 
po

pu
la

tio
n(

s)
 w

hi
ch

 w
er

e 
us

ed
 fo

r t
he

 te
st

in
g.

 
In

cl
ud

e 
lit

er
at

ur
e 

re
fe

re
nc

es
 w

he
re

 
ap

pr
op

ria
te

. [
4,

 §
3.

2.
5.

8]
 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

re
fe

re
nc

e 
in

te
rv

al
s 

fo
r t

he
 q

ua
nt

iti
es

 
be

in
g 

de
te

rm
in

ed
, 

in
cl

ud
in

g 
a 

de
sc

rip
tio

n 
of

 
th

e 
ap

pr
op

ria
te

 re
fe

re
nc

e 
po

pu
la

tio
n;

  
[8

, A
nn

ex
 I.

B.
8.

7 
(l)

] 

R
eq

ui
re

s 
m

an
uf

ac
tu

re
r t

o 
pr

ov
id

e 
in

fo
rm

at
io

n,
 

an
d 

ca
n 

be
 a

 
m

an
uf

ac
tu

re
r’s

 s
tu

dy
 

(u
np

ub
lis

he
d)

. 

S
ta

te
 th

e 
ra

ng
e(

s)
 o

f 
ex

pe
ct

ed
 v

al
ue

s 
as

 
ob

ta
in

ed
 w

ith
 th

e 
pr

od
uc

t f
ro

m
 s

tu
di

es
 

of
 v

ar
io

us
 

po
pu

la
tio

ns
. I

nd
ic

at
e 

ho
w

 th
e 

ra
ng

e(
s)

 w
as

 
es

ta
bl

is
he

d 
an

d 
id

en
tif

y 
th

e 
po

pu
la

tio
n(

s)
 o

n 
w

hi
ch

 it
 w

as
 

es
ta

bl
is

he
d.

 [3
1,

 S
ec

. 
80

9.
10

(b
)(1

1)
] 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 m
ay

 in
cl

ud
e:

 
R

ef
er

en
ce

 in
te

rv
al

s.
 

[1
6,

 §
5.

2]
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17
9 

R
ef

er
en

ce
 

in
te

rv
al

s 
- 

un
its

 

W
he

n 
po

ss
ib

le
, 

re
fe

re
nc

e 
in

te
rv

al
s 

sh
al

l b
e 

ex
pr

es
se

d 
in

 
un

its
 a

cc
or

di
ng

 to
 

IS
O

 1
00

0.
 

[1
0,

 §
5.

17
] 

 
 

W
he

n 
va

lu
es

 a
re

 
ex

pr
es

se
d 

nu
m

er
ic

al
ly

, 
th

ey
 m

us
t b

e 
gi

ve
n 

in
 

le
ga

l u
ni

ts
 c

on
fo

rm
in

g 
to

 
th

e 
pr

ov
is

io
ns

 o
f C

ou
nc

il 
D

ire
ct

iv
e 

80
/1

81
/E

E
C

 o
f 

20
 D

ec
em

be
r 1

97
9 

on
 th

e 
ap

pr
ox

im
at

io
n 

of
 th

e 
la

w
s 

of
 th

e 
M

em
be

r S
ta

te
s 

re
la

tin
g 

to
 u

ni
ts

 o
f 

m
ea

su
re

m
en

t  
[8

, A
nn

ex
 I.

B.
4.

2.
] 

 
 

 

18
0 

Li
te

ra
tu

re
 

re
fe

re
nc

es
 

Li
te

ra
tu

re
 re

fe
re

nc
es

 
sh

al
l b

e 
gi

ve
n 

if 
ap

pl
ic

ab
le

, e
.g

. f
or

 
re

fe
re

nc
e 

in
te

rv
al

s.
  

[1
0,

 §
5.

18
] 

 
Th

e 
B

ib
lio

gr
ap

hy
 s

ho
ul

d 
in

cl
ud

e 
pe

rti
ne

nt
 u

p-
to

-
da

te
 re

fe
re

nc
es

 fo
r 

in
fo

rm
at

io
n 

ci
te

d 
in

 th
e 

te
xt

 a
nd

 a
ny

 o
th

er
 

re
fe

re
nc

es
 re

la
te

d 
to

 th
e 

su
bj

ec
t m

at
te

r. 
 

[4
, §

3.
2.

10
] 

 
 

B
ib

lio
gr

ap
hy

: I
nc

lu
de

 
pe

rti
ne

nt
 re

fe
re

nc
es

 
ke

ye
d 

to
 th

e 
te

xt
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(1

3)
] 

 

18
1 

V
er

si
on

 
co

nt
ro

l 
Th

e 
da

te
 o

f i
ss

ue
 o

r 
la

te
st

 re
vi

si
on

 o
f t

he
 

in
st

ru
ct

io
ns

 fo
r u

se
 

sh
al

l b
e 

gi
ve

n.
 

[1
0,

 §
5.

19
] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

da
te

 o
f i

ss
ue

 
or

 la
te

st
 re

vi
si

on
. 

[1
, A

pp
en

di
x 

B.
8.

8 
y)

] 

Th
e 

da
te

 o
f i

ss
ue

 o
f 

D
IR

E
C

TI
O

N
S

 F
O

R
 U

SE
 

or
 o

f a
ny

 re
vi

si
on

 s
ho

ul
d 

be
 in

di
ca

te
d.

 [4
, §

3.
2.

9]
 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

da
te

 o
f i

ss
ue

 
or

 la
te

st
 re

vi
si

on
 o

f t
he

 
in

st
ru

ct
io

ns
 fo

r u
se

. 
[8

, A
nn

ex
 I.

B.
8.

7 
(u

)] 

D
at

e 
of

 th
e 

pa
ck

ag
e 

in
se

rt 
pr

ep
ar

ed
 o

r 
re

vi
se

d.
 

W
he

n 
th

e 
pa

ck
ag

e 
in

se
rt 

is
 fi

rs
t p

re
pa

re
d,

 
th

e 
da

te
 o

f 
pr

ep
ar

at
io

n 
sh

ou
ld

 b
e 

in
di

ca
te

d 
at

 th
e 

be
gi

nn
in

g 
of

 th
e 

pa
ck

ag
e 

in
se

rt,
 e

.g
. i

n 
th

e 
up

pe
r r

ig
ht

 (l
ef

t) 
co

rn
er

. 

In
 in

di
ca

tin
g 

th
e 

da
te

 
th

e 
pa

ck
ag

e 
in

se
rt 

w
as

 re
vi

se
d,

 fo
llo

w
 

th
e 

fo
llo

w
in

g 
ru

le
s:

 

(d
et

ai
ls

 a
re

 o
m

itt
ed

) 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 D

at
e 

of
 

is
su

an
ce

 o
f t

he
 la

st
 

re
vi

si
on

 o
f t

he
 

la
be

lli
ng

 id
en

tif
ie

d 
as

 
su

ch
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(1

5)
] 
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Ja
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n 
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03

a  
U

ni
te

d 
St

at
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G

H
TF

 

18
2 

In
st

ru
ct

io
ns

 fo
r U

se
 (I

ns
tr

um
en

ts
) (

EN
 5

91
) 

 
 

 
 

 

18
3 

Fo
rm

 a
nd

 
pr

es
en

ta
tio

n 
- 

co
m

pr
eh

en
sio

n 

Th
e 

w
or

di
ng

 s
ha

ll 
be

 
re

ad
ily

 
un

de
rs

ta
nd

ab
le

.  
[1

1,
 §

4]
 

 
Th

e 
re

qu
ire

d 
la

be
llin

g 
in

fo
rm

at
io

n 
sh

al
l b

e 
ex

pr
es

se
d 

in
 a

 le
gi

bl
e,

 
pe

rm
an

en
t a

nd
 p

ro
m

in
en

t 
m

an
ne

r, 
in

 te
rm

s 
th

at
 a

re
 

ea
si

ly
 u

nd
er

st
oo

d 
by

 th
e 

in
te

nd
ed

 u
se

r. 
 

[5
, P

ar
t 1

, S
ec

. 2
1.

 (2
)] 

Th
e 

re
qu

ire
d 

La
be

llin
g 

in
fo

rm
at

io
n 

m
us

t b
e 

co
ns

pi
cu

ou
s 

an
d 

cl
ea

r 
en

ou
gh

 to
 re

ad
 a

s 
w

el
l a

s 
in

te
nd

ed
 to

 la
st

 fo
r t

he
 li

fe
 

of
 th

e 
de

vi
ce

. 

Th
e 

la
be

l i
nf

or
m

at
io

n 
m

us
t b

e 
pr

es
en

te
d 

in
 a

 
fo

rm
at

 m
os

t l
ik

el
y 

to
 b

e 
un

de
rs

to
od

 b
y 

th
e 

ex
pe

ct
ed

 u
se

r. 

Te
st

 m
ar

ke
tin

g 
of

 th
e 

de
vi

ce
 la

be
lli

ng
 m

ay
 b

e 
re

qu
ire

d 
in

 s
om

e 
ca

se
s.

 
[4

, §
4]

 

 
Th

e 
D

O
C

I a
nd

 D
O

C
M

 
sh

al
l c

om
pl

y 
w

ith
 th

e 
fo

rm
at

 re
qu

ire
m

en
ts

 
sp

ec
ifi

ed
 s

ep
ar

at
el

y 
(d

et
ai

ls
 o

m
itt

ed
). 

S
ee

 g
en

er
al

 
re

qu
ire

m
en

ts
.  

In
st

ru
ct

io
ns

 fo
r u

se
 

sh
ou

ld
 b

e 
w

rit
te

n 
in

 
te

rm
s 

re
ad

ily
 

un
de

rs
to

od
 b

y 
th

e 
in

te
nd

ed
 u

se
r. 

[1
6,

 §
5.

1]
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rm
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- 
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e 
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l b
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n,
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op
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te
: 
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g 
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en
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; [
11

, §
4(

a)
] 
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n 
– 
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w
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ra
m

s 
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e 
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w
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g 
sh
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l b

e 
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n,
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: 
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w
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nd

 b
lo

ck
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ra
m

s 
of
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ru
m

en
t 
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tru
ct

io
n;

 [1
1,

 4
(b

)] 
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C
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 s
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ll 
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n 
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e 
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st
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r d
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g 
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k 
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ag
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m
, 

an
d/

or
 c
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ur
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io
n.
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r i
n 
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m
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 d
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, t
he
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e 
of

 d
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w
in
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nd
 

di
ag

ra
m

s 
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 h
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hl
y 
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m
m

en
de

d.
 

[1
6,
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5.

2]
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6 

Fo
rm

 a
nd

 
pr

es
en
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tio

n 
- 
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at
 

Th
e 
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llo

w
in

g 
sh

al
l b

e 
gi

ve
n,
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he

re
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pr

op
ria

te
: 

in
te

gr
at

io
n 

an
d 

ar
ra

ng
em

en
t o

f 
te

xt
/il

lu
st

ra
tio

ns
; 

[1
1,

 §
4(

c)
] 
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7 

Fo
rm

 a
nd

 
pr

es
en

ta
tio

n 
– 

gr
ap

hi
c 

w
ar

ni
ng

s 

Th
e 

fo
llo

w
in

g 
sh

al
l b

e 
gi

ve
n,

 w
he

re
 

ap
pr

op
ria

te
: 

gr
ap

hi
c 

em
ph

as
is

 o
f 

w
ar

ni
ng

s;
 [1

1,
 §

4(
d)

] 

 
Th

e 
us

e 
of

 in
te

rn
at

io
na

l 
sy

m
bo

ls
 a

nd
 s

ig
na

l w
or

ds
 

su
ch

 a
s 

“w
ar

ni
ng

” a
nd

 
“c

au
tio

n”
 a

re
 e

ffe
ct

iv
e 

in
 

al
er

tin
g 

th
e 

us
er

 to
 a

 
ha

za
rd

.  
[4

, §
3.

2.
5.

2]
 

 
Fi

gu
re

s,
 g

ra
ph

ic
s 

or
 

ill
us

tra
tio

ns
 re

fe
rre

d 
to

 
th

e 
te

xt
. 

S
up

pl
em

en
ta

l 
vi

de
ot

ap
e 

or
 o

th
er

 
m

ed
ia

 m
at

er
ia

ls
 a

re
 

re
co

m
m

en
de

d.
 

 
 

18
8 

Fo
rm

 a
nd

 
pr

es
en

ta
tio

n 
ex

am
pl

es
 

Th
e 

fo
llo

w
in

g 
sh

al
l b

e 
gi

ve
n,

 w
he

re
 

ap
pr

op
ria

te
: 

ex
am

pl
es

; [
11

, §
4(

e)
] 

 
A

n 
ex

am
pl

e 
of

 a
n 

in
te

nd
ed

 u
se

 s
ta

te
m

en
t i

s 
gi

ve
n.

  
[4

, §
3.

2.
3]

 

 
M

aj
or

 a
cc

es
so

rie
s 

an
d 

at
ta

ch
m

en
ts

 w
ith

 
ex

am
pl

e 
of

 u
se

, i
f 

ne
ce

ss
ar

y.
 

 
 

18
9 

Fo
rm

 a
nd

 
pr

es
en

ta
tio

n 
- 

pr
oc

ed
ur

e 
di

ag
ra

m
 

Th
e 

fo
llo

w
in

g 
sh

al
l b

e 
gi

ve
n,

 w
he

re
 

ap
pr

op
ria

te
: 

di
ag

ra
m

s 
of

 p
ro

ce
du

ra
l 

st
ep

s;
 [1

1,
 §

4(
f)]

 

 
 

 
 

 
 

19
0 

Fo
rm

 a
nd

 
pr

es
en

ta
tio

n 
– 

lit
er

at
ur

e 
re

fe
re

nc
es

 

Th
e 

fo
llo

w
in

g 
sh

al
l b

e 
gi

ve
n,

 w
he

re
 

ap
pr

op
ria

te
: 

re
le

va
nt

 s
ci

en
tif

ic
 

lit
er

at
ur

e.
 [1

1,
 §

4(
g)

] 

 
Th

e 
B

ib
lio

gr
ap

hy
 s

ho
ul

d 
in

cl
ud

e 
pe

rti
ne

nt
 u

p-
to

-
da

te
 re

fe
re

nc
es

 fo
r 

in
fo

rm
at

io
n 

ci
te

d 
in

 th
e 

te
xt

 a
nd

 a
ny

 o
th

er
 

re
fe

re
nc

es
 re

la
te

d 
to

 th
e 

su
bj

ec
t m

at
te

r. 
 

[4
, §

3.
2.

10
] 

 
S

ci
en

tif
ic

 li
te

ra
tu

re
 

an
d/

or
 re

fe
re

nc
es

 
m

ay
 b

e 
ob

ta
in

ed
 fr

om
 

th
e 

m
an

uf
ac

tu
re

r. 
R

es
po

ns
ib

le
 p

er
so

n’
s 

or
 s

ec
tio

n’
s 

na
m

e,
 

ad
dr

es
s,

 te
le

ph
on

e 
nu

m
be

r s
ho

ul
d 

be
 

pr
ov

id
ed

. 

In
cl

ud
e 

pe
rti

ne
nt

 
re

fe
re

nc
es

 k
ey

ed
 to

 
th

e 
te

xt
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(1

3)
] 

 

19
1 

R
eq

ui
re

d 
in

fo
rm

at
io

n 
In

st
ru

ct
io

ns
 fo

r u
se

 fo
r 

IV
D

 in
st

ru
m

en
ts

 s
ha

ll 
co

nt
ai

n 
th

e 
in

fo
rm

at
io

n 
gi

ve
n 

in
 E

N
 5

91
, §

5.
2 

to
 5

.2
3.

 [1
1,

 §
5.

1]
 

W
he

re
 a

pp
ro

pr
ia

te
, t

he
 

in
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

[s
pe

ci
fie

d]
 

pa
rti

cu
la

rs
: 

[1
, A

pp
en

di
x 

B.
8.

8]
 

D
IR

E
C

TI
O

N
S

 F
O

R
 U

SE
 

ar
e 

re
qu

es
te

d 
un

le
ss

 
di

re
ct

io
ns

 a
re

 n
ot

 re
qu

ire
d 

fo
r t

he
 d

ev
ic

e 
to

 b
e 

us
ed

 
sa

fe
ly

 a
nd

 e
ffe

ct
iv

el
y.

 

M
os

t I
V

D
D

s 
w

ill 
re

qu
ire

 
D

IR
E

C
TI

O
N

S
 F

O
R

 U
SE

. 
[4

, §
3.

2.
5]

 

W
he

re
 a

pp
ro

pr
ia

te
, t

he
 

in
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

fo
llo

w
in

g 
pa

rti
cu

la
rs

 [s
pe

ci
fie

d 
be

lo
w

]: 
 

[8
, A

nn
ex

 I.
B.

8.
7.

] 

Th
e 

D
O

C
I a

nd
 th

e 
D

O
C

M
 s

ha
ll 

co
nt

ai
n 

th
e 

in
fo

rm
at

io
n 

in
 th

e 
or

de
r a

s 
sp

ec
ifi

ed
 

se
pa

ra
te

ly
 (d

et
ai

ls
 

om
itt

ed
) 

La
be

llin
g 

ac
co

m
pa

ny
in

g 
ea

ch
 

pr
od

uc
t, 

e.
g.

 a
 

pa
ck

ag
e 

in
se

rt,
 s

ha
ll 

st
at

e 
in

 o
ne

 p
la

ce
 th

e 
fo

llo
w

in
g 

in
fo

rm
at

io
n 

in
 th

e 
fo

rm
at

 a
nd

 
or

de
r s

pe
ci

fie
d 

be
lo

w
, 

ex
ce

pt
 w

he
re

 s
uc

h 
in

fo
rm

at
io

n 
is

 n
ot

 
ap

pl
ic

ab
le

, o
r a

s 
sp

ec
ifi

ed
 in

 a
 

st
an

da
rd

 fo
r a

 
pa

rti
cu

la
r p

ro
du

ct
 

cl
as

s 
[3

1,
 S

ec
. 8

09
.1

0(
b)

] 

Th
e 

la
be

lli
ng

 fo
r a

 
m

ul
tip

le
-p

ur
po

se
 

in
st

ru
m

en
t u

se
d 

fo
r 
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U
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G

H
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di
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st

ic
 p

ur
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se
s,

 
an

d 
no

t c
om

m
itt

ed
 to

 
sp

ec
ifi

c 
di

ag
no

st
ic

 
pr

oc
ed

ur
es

 o
r 

sy
st

em
s,

 m
ay

 b
ea

r 
on

ly
 th

e 
in

fo
rm

at
io

n 
in

di
ca

te
d 

in
 

pa
ra

gr
ap

hs
 (b

) (
1)

, 
(2

), 
(6

), 
(1

4)
, a

nd
 (1

5)
 

of
 th

is
 S

ec
.  

[3
1,

 S
ec

. 8
09

.1
0(

b)
] 

19
2 

M
ed

ia
 a

nd
 

m
ea

ns
 o

f 
de

liv
er

y 

Th
is

 in
fo

rm
at

io
n 

m
ay

 
be

 s
up

pl
ie

d 
in

 d
iff

er
en

t 
w

ay
s,

 e
.g

. a
s 

us
er

 
m

an
ua

l, 
pa

rt 
of

 th
e 

bu
ilt

-in
 s

of
tw

ar
e 

of
 th

e 
in

st
ru

m
en

t, 
au

di
o 

or
 

vi
de

o 
re

co
rd

in
g 

or
 

ot
he

r e
le

ct
ro

ni
c 

m
ea

ns
. 

[1
1,

 §
5.

1]
 

Th
e 

fo
rm

at
, c

on
te

nt
 a

nd
 

lo
ca

tio
n 

of
 th

e 
in

fo
rm

at
io

n 
m

us
t b

e 
ap

pr
op

ria
te

 fo
r 

th
e 

IV
D

 a
nd

 it
s 

in
te

nd
ed

 
us

e.
 

[1
, A

pp
en

di
x 

B.
8.

3]
 

 
In

st
ru

ct
io

ns
 fo

r u
se

 m
us

t 
ac

co
m

pa
ny

 o
r b

e 
in

cl
ud

ed
 

in
 th

e 
pa

ck
ag

in
g 

of
 o

ne
 o

r 
m

or
e 

de
vi

ce
s.

 

In
 d

ul
y 

ju
st

ifi
ed

 a
nd

 
ex

ce
pt

io
na

l c
as

es
, n

o 
su

ch
 in

st
ru

ct
io

ns
 fo

r u
se

 
ar

e 
ne

ed
ed

 fo
r a

 d
ev

ic
e 

if 
it 

ca
n 

be
 u

se
d 

pr
op

er
ly

 
an

d 
sa

fe
ly

 w
ith

ou
t t

he
m

. 
[8

, A
nn

ex
 I.

B.
8.

1.
] 

Th
e 

in
st

ru
ct

io
n 

fo
r u

se
 

sh
al

l b
e 

pr
ov

id
ed

 a
s 

pr
in

te
d 

do
cu

m
en

ts
. 

 
La

be
llin

g 
m

ay
 b

e 
pr

ov
id

ed
 to

 th
e 

us
er

 in
 

va
rio

us
 m

ed
ia

 a
nd

 b
y 

se
ve

ra
l m

ea
ns

 s
uc

h 
as

 p
rin

te
d 

do
cu

m
en

ts
, 

th
ro

ug
h 

a 
di

sp
la

y 
sc

re
en

 in
co

rp
or

at
ed

 
in

to
 th

e 
de

vi
ce

, 
do

w
nl

oa
de

d 
fro

m
 th

e 
m

an
uf

ac
tu

re
r’s

 W
eb

 
S

ite
 u

si
ng

 th
e 

In
te

rn
et

, m
ag

ne
tic

 o
r 

op
tic

al
 m

ed
ia

. 
W

ha
te

ve
r t

he
 m

ed
ia

 
or

 th
e 

m
ea

ns
, 

in
fo

rm
at

io
n 

sh
ou

ld
 b

e 
ta

rg
et

ed
 to

 th
e 

an
tic

ip
at

ed
 u

se
r 

po
pu

la
tio

n.
 [1

6,
 §

5.
1]

 

19
3 

Ta
bl

e 
of

 
co

nt
en

ts
/ 

in
de

x.
 

In
st
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 fo
r u
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sh
al

l i
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e 
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[1
1,

 §
5.

1]
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19
4 

La
ng

ua
ge

 
La

ng
ua

ge
s 

sh
al

l b
e 

us
ed

 in
 a

cc
or

da
nc

e 
w

ith
 th

e 
re

qu
ire

m
en

ts
 

of
 th

e 
co

un
try

(ie
s)

 in
 

w
hi

ch
 th

e 
IV

D
 

in
st

ru
m

en
t i

s 
di

st
rib

ut
ed

. [
11

, §
5.

1]
 

Th
e 

in
fo

rm
at

io
n 

m
us

t b
e 

pr
ov

id
ed

 in
 E

ng
lis

h,
 a

nd
 

m
ay

 a
ls

o 
be
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ro

vi
de

d 
in

 
an

y 
ot

he
r l

an
gu

ag
e.

 
[1

, A
pp

en
di

x 
B.

8.
2 

a)
 b

).]
 

S
ub

je
ct

 to
 s

ub
se

ct
io

n 
(3

), 
th

e 
in

fo
rm

at
io

n 
re

qu
ire

d 
by

 s
ub

se
ct

io
n 

21
(1

) s
ha

ll,
 

as
 a

 m
in

im
um

, b
e 

in
 

ei
th

er
 E

ng
lis

h 
or

 F
re

nc
h.

 

S
ub

je
ct

 to
 s

ub
se

ct
io

n 
(3

), 
w

he
re

 th
e 

di
re

ct
io

ns
 fo

r 
us

e 
ar

e 
su

pp
lie

d 
in

 o
nl

y 
on

e 
of

fic
ia

l l
an

gu
ag

e 
at

 
th

e 
tim

e 
of

 s
al

e,
 d

ire
ct

io
ns

 
fo

r u
se

 in
 th

e 
ot

he
r o

ffi
ci

al
 

la
ng

ua
ge

 s
ha

ll 
be

 m
ad

e 
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ai
la

bl
e 

by
 th

e 
m

an
uf
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tu

re
r a

s 
so

on
 a

s 
po

ss
ib

le
 a

t t
he

 re
qu

es
t o

f 
th

e 
pu
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ha

se
r. 

[5
, P

ar
t 1

, S
ec

. 2
3.

 (1
) (

2)
 

(3
)]  

M
em

be
r S

ta
te

s 
m

ay
 

re
qu

ire
 th

e 
in

fo
rm

at
io

n 
to

 
be

 s
up

pl
ie

d 
pu

rs
ua

nt
 to

 
A

nn
ex

 I,
 p

ar
t B

, S
ec

. 8
 to

 
be

 in
 th

ei
r o

ffi
ci

al
 

la
ng

ua
ge

(s
) w

he
n 

a 
de

vi
ce

 re
ac

he
s 

th
e 

fin
al

 
us

er
. 

P
ro

vi
de

d 
th

at
 s

af
e 

an
d 

co
rre

ct
 u

se
 o

f t
he

 d
ev

ic
e 

is
 e

ns
ur

ed
, M

em
be

r 
S

ta
te

s 
m

ay
 a

ut
ho

riz
e 

th
e 

in
fo

rm
at

io
n 

re
fe

rre
d 

to
 in

 
th

e 
fir

st
 s

ub
pa

ra
gr

ap
h 

to
 

be
 in

 o
ne

 o
r m

or
e 

ot
he

r 
of

fic
ia

l C
om

m
un

ity
 

la
ng

ua
ge

(s
). 

In
 th

e 
ap

pl
ic

at
io

n 
of

 th
is

 
pr

ov
is

io
n,

 M
em

be
r S

ta
te

s 
sh

al
l t

ak
e 

in
to

 a
cc

ou
nt

 th
e 

pr
in

ci
pl

e 
of

 p
ro

po
rti

on
al

ity
 

an
d,

 in
 p

ar
tic

ul
ar

: 

a)
 

w
he

th
er

 th
e 

in
fo

rm
at

io
n 

ca
n 

be
 

su
pp

lie
d 

by
 

ha
rm

on
iz

ed
 s

ym
bo

ls
 

or
 re

co
gn

iz
ed

 c
od

es
 

or
 o

th
er

 m
ea

su
re

s;
 

b)
 

th
e 

ty
pe

 o
f u

se
r 

an
tic

ip
at

ed
 fo

r t
he

 
de

vi
ce

. 

[8
, A

rti
cl

e 
4.

4]
 

S
ha

ll 
be

 in
 J

ap
an

es
e.

 
A

ll 
re

qu
ire

d 
w

or
ds

, 
st

at
em

en
ts

, a
nd

 o
th

er
 

in
fo

rm
at

io
n 

sh
al

l 
ap

pe
ar

 in
 E

ng
lis

h,
 o

r 
S

pa
ni

sh
 in

 P
ue

rto
 

R
ic

o,
 o

r t
he

 
pr

ed
om

in
an

t 
la

ng
ua

ge
 o

f t
he

 
Te

rri
to

ry
. 

[2
9,

 S
ec

t. 
80

1.
15

 
(c

)(1
)] 

If 
th

e 
la

be
llin

g 
co

nt
ai

ns
 a

ny
 

re
pr

es
en

ta
tio

n 
in

 a
 

fo
re

ig
n 

la
ng

ua
ge

, a
ll 

re
qu

ire
d 

w
or

ds
, 

st
at

em
en

ts
, a

nd
 o

th
er

 
in

fo
rm

at
io

n 
on

 th
e 

la
be

l o
r l

ab
el

lin
g 

sh
al

l 
ap

pe
ar

 o
n 

th
e 

la
be

lli
ng

 in
 th

e 
fo

re
ig

n 
la

ng
ua

ge
. 

[2
9,

 S
ec

t. 
80

1.
15

 (3
)]  

Ta
ki

ng
 in

to
 

co
ns

id
er

at
io

n 
th

e 
ty

pe
 

of
 u

se
r a

nt
ic

ip
at

ed
 fo

r 
th

e 
de

vi
ce

, n
at

io
na

l 
la

ng
ua

ge
 

re
qu

ire
m

en
ts

 s
ho

ul
d 

be
 k

ep
t t

o 
a 

m
in

im
um

. 
[1

6,
 §

5.
1]

 

19
5 

G
ra

ph
ic

al
 

sy
m

bo
ls

 
A

ny
 g

ra
ph

ic
al

 s
ym

bo
ls

 
us

ed
 o

n 
th

e 
IV

D
 

in
st

ru
m

en
t s

ha
ll 

be
 

ex
pl

ai
ne

d 
in

 th
e 

in
st

ru
ct

io
ns

 fo
r u

se
, i

f 
no

 E
ur

op
ea

n 
or

 
In

te
rn

at
io

na
l 

S
ta

nd
ar

ds
 e

xi
st

 to
 

w
hi

ch
 th

e 
sy

m
bo

ls
 

us
ed

 c
on

fo
rm

. 

R
eq

ui
re

d 
in

fo
rm

at
io

n 
m

ay
 

ta
ke

 th
e 

fo
rm

 o
f s

ym
bo

ls
 

as
 a

pp
ro

pr
ia

te
: 

[1
, A

pp
en

di
x 

B.
8.

5]
 

Th
e 

us
e 

of
 in

te
rn

at
io

na
l 

sy
m

bo
ls

 a
nd

 s
ig

na
l w

or
ds

 
su

ch
 a

s 
“w

ar
ni

ng
” a

nd
 

“c
au

tio
n”

 a
re

 e
ffe

ct
iv

e 
in

 
al

er
tin

g 
th

e 
us

er
 to

 a
 

ha
za

rd
.  

[4
, §

3.
2.

5.
2]

 

W
he

re
 a

pp
ro

pr
ia

te
, t

he
 

in
fo

rm
at

io
n 

to
 b

e 
su

pp
lie

d 
sh

ou
ld

 ta
ke

 th
e 

fo
rm

 o
f 

sy
m

bo
ls

. 

A
ny

 s
ym

bo
l a

nd
 

id
en

tif
ic

at
io

n 
co

lo
ur

 u
se

d 
m

us
t c

on
fo

rm
 to

 th
e 

ha
rm

on
iz

ed
 s

ta
nd

ar
ds

. 

In
 a

re
as

 fo
r w

hi
ch

 n
o 

st
an

da
rd

s 
ex

is
t, 

th
e 

sy
m

bo
ls

 a
nd

 c
ol

ou
r u

se
d 

Le
tte

r(s
) a

pp
ea

re
d 

on
 

gr
ap

hi
ca

l s
ym

bo
ls

 
sh

al
l b

e 
in

 J
ap

an
es

e.
 

FD
A

 h
as

 re
co

gn
iz

ed
 

25
 s

ym
bo

ls
 fo

r 
IV

D
 d

ev
ic

es
 fo

r 
pr

of
es

si
on

al
 u

se
 fr

om
 

IS
O

 1
52

23
 a

nd
 

E
N

 9
80

.  
A

lth
ou

gh
 s

om
e 

pr
ov

is
io

ns
 o

f 2
1 

C
FR

 
80

9.
10

 a
nd

 2
1 

C
FR

 
61

0 
an

d 
66

0 
sp

ec
ify

 
pa

rti
cu

la
r l

ab
el

lin
g 

la
ng

ua
ge

, a
s 

a 
m

at
te

r 

Th
e 

us
e 

of
 

in
te

rn
at

io
na

lly
 

re
co

gn
iz

ed
 (i

.e
. 

st
an

da
rd

iz
ed

) 
sy

m
bo

ls
 s

ho
ul

d 
be

 
en

co
ur

ag
ed

 p
ro

vi
de

d 
th

at
 d

ev
ic

e 
sa

fe
ty

 is
 

no
t c

om
pr

om
is

ed
 b

y 
a 

la
ck

 o
f u

nd
er

st
an

di
ng

 
on

 th
e 

pa
rt 

of
 th

e 
pa

tie
nt

 o
r u

se
r. 

W
he

re
 

th
e 

m
ea

ni
ng

 o
f t

he
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st
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lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

N
O

TE
 

A
ny

 
gr

ap
hi

ca
l s

ym
bo

ls
 

us
ed

 o
n 

th
e 

IV
D

 
in

st
ru

m
en

t s
ho

ul
d 

be
 

ex
pl

ai
ne

d 
an

d/
or

 th
e 

re
le

va
nt

 E
ur

op
ea

n 
or

 
In

te
rn

at
io

na
l 

S
ta

nd
ar

ds
 s

ho
ul

d 
be

 
gi

ve
n.

 
[1

1,
 §

5.
2]

 

m
us

t b
e 

de
sc

rib
ed

 in
 th

e 
do

cu
m

en
ta

tio
n 

su
pp

lie
d 

w
ith

 th
e 

de
vi

ce
. 

[8
, A

nn
ex

 I.
B.

8.
2.

] 

of
 e

nf
or

ce
m

en
t 

di
sc

re
tio

n,
 F

D
A 

do
es

 
no

t i
nt

en
d 

to
 o

bj
ec

t t
o 

th
e 

us
e 

of
 [s

pe
ci

fie
d]

 
sy

m
bo

ls
 w

ith
ou

t 
ac

co
m

pa
ny

in
g 

te
xt

. 
[3

9]
 

A
 p

ro
du

ct
 is

 
m

is
br

an
de

d 
“if

 it
 d

oe
s 

no
t b

ea
r s

uc
h 

sy
m

bo
ls

 fr
om

 th
e 

un
ifo

rm
 s

ys
te

m
 fo

r 
id

en
tif

ic
at

io
n 

of
 

de
vi

ce
s 

pr
es

cr
ib

ed
 

un
de

r S
ec

. 5
10

(e
) a

s 
th

e 
S

ec
re

ta
ry

 b
y 

re
gu

la
tio

n 
re

qu
ire

s”
. 

[3
7,

 S
ec

. 5
02

(o
)] 

sy
m

bo
l i

s 
no

t o
bv

io
us

 
to

 th
e 

de
vi

ce
 u

se
r, 

e.
g.

 fo
r a

 la
y-

us
er

 o
r 

fo
r a

 n
ew

ly
 in

tro
du

ce
d 

sy
m

bo
l, 

an
 

ex
pl

an
at

io
n 

sh
ou

ld
 b

e 
pr

ov
id

ed
 w

ith
 th

e 
de

vi
ce

. [
16

, §
5.

1]
 

19
6 

M
an

uf
ac

tu
re

r  
Th

e 
na

m
e 

an
d 

ad
dr

es
s 

of
 th

e 
m

an
uf

ac
tu

re
r s

ha
ll 

be
 

gi
ve

n.
 

N
O

TE
 

Th
e 

m
an

uf
ac

tu
re

r i
s 

th
e 

en
tit

y 
w

hi
ch

 h
as

 ta
ke

n 
th

e 
le

ga
l r

es
po

ns
ib

ilit
y 

fo
r t

he
 IV

D
 in

st
ru

m
en

t. 
[1

1,
 §

5.
3]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

m
an

uf
ac

tu
re

r’s
 n

am
e,

 o
r 

tra
de

 n
am

e 
an

d 
ad

dr
es

s;
[1

, A
pp

en
di

x 
B.

8.
8 

a)
] 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
na

m
e 

an
d 

ad
dr

es
s 

of
 

th
e 

m
an

uf
ac

tu
re

r; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
b)

]

Th
e 

na
m

e 
an

d 
m

ai
lin

g 
ad

dr
es

s 
of

 th
e 

m
an

uf
ac

tu
re

r i
s 

re
qu

ire
d.

 
[4

, §
3.

2.
2]

 

Th
e 

la
be

l m
us

t b
ea

r t
he

 
na

m
e 

or
 tr

ad
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 th
e 

m
an

uf
ac

tu
re

r. 
 

[8
, A

nn
ex

 I.
B.

8.
4(

a)
 

re
qu

ire
d 

by
 A

nn
ex

 I 
B

.8
.7

.(a
)] 

N
am

e 
an

d 
ad

dr
es

s 
an

d 
te

le
ph

on
e 

nu
m

be
r o

f t
he

 
m

an
uf

ac
tu

re
r o

r 
im

po
rte

d/
di

st
rib

ut
or

 
sh

al
l b

e 
gi

ve
n 

on
 th

e 
D

O
C

I a
nd

 th
e 

D
O

C
M

.

80
9.

10
(b

) (
14

) N
am

e 
an

d 
pl

ac
e 

of
 b

us
in

es
s 

of
 m

an
uf

ac
tu

re
r, 

pa
ck

er
, o

r d
is

tri
bu

to
r. 

N
O

TE
 

“M
an

uf
ac

-
tu

re
r” 

sy
m

bo
l m

ay
 b

e 
us

ed
 in

 p
la

ce
 o

f t
he

 
st

at
em

en
t 

“M
an

uf
ac

tu
re

d 
by

__
__

_”
  

[3
9]

 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 th
e 

na
m

e 
or

 
tra

de
 n

am
e 

an
d 

ad
dr

es
s 

of
 th

e 
m

an
uf

ac
tu

re
r a

nd
, i

f 
ap

pr
op

ria
te

, a
 p

ho
ne

 
nu

m
be

r a
nd

/o
r f

ax
 

nu
m

be
r a

nd
/o

r 
w

eb
si

te
 a

dd
re

ss
 to

 
ob

ta
in

 te
ch

ni
ca

l 
as

si
st

an
ce

. [
16

, §
5.

2]
 

19
7 

A
ut

ho
riz

ed
 

re
pr

es
en

ta
tiv

e
/im

po
rte

r/ 
di

st
rib

ut
or

 

Th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 th
e 

au
th

or
iz

ed
 

re
pr

es
en

ta
tiv

e 
sh

al
l 

al
so

 b
e 

gi
ve

n 
w

he
n 

th
is

 is
 a

 le
ga

l 
re

qu
ire

m
en

t. 
[1

1,
 §

5.
3]

 

A
ll 

IV
D

s 
m

us
t b

e 
ac

co
m

pa
ni

ed
 b

y 
in

fo
rm

at
io

n,
 w

he
re

 
ap

pl
ic

ab
le

, a
llo

w
in

g 
th

e 
sp

on
so

r o
f t

he
 d

ev
ic

e 
to

 
be

 id
en

tif
ie

d.
 

[1
, A

pp
en

di
x 

B.
8.

1 
d)

] 

 
Fo

r d
ev

ic
es

 im
po

rte
d 

in
to

 
th

e 
C

om
m

un
ity

 w
ith

 a
 

vi
ew

 to
 th

ei
r d

is
tri

bu
tio

n 
in

 
th

e 
C

om
m

un
ity

, t
he

 la
be

l, 
th

e 
ou

te
r p

ac
ka

gi
ng

, o
r 

th
e 

in
st

ru
ct

io
ns

 fo
r u

se
 

sh
al

l c
on

ta
in

 in
 a

dd
iti

on
 

th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 
th

e 
au

th
or

iz
ed

 
re

pr
es

en
ta

tiv
e 

of
 th

e 
m

an
uf

ac
tu

re
r; 

 
[8

, A
nn

ex
 I.

B.
8.

4(
a)

.] 

C
on

ta
ct

 p
er

so
n 

or
 

S
ec

. s
ha

ll 
be

 g
iv

en
 

w
ith

 a
dd

re
ss

 a
nd

 
te

le
ph

on
e 

nu
m

be
r o

n 
th

e 
D

O
C

I. 
In

 c
as

e 
of

 
th

e 
im

po
rte

d 
IV

D
 

in
st

ru
m

en
ts

, e
xp

or
te

r 
an

d 
th

e 
na

m
e 

of
 

co
un

try
 s

ha
ll 

al
so

 b
e 

gi
ve

n.
 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 N

am
e 

an
d 

pl
ac

e 
of

 b
us

in
es

s 
of

 
m

an
uf

ac
tu

re
r, 

pa
ck

er
, 

or
 d

is
tri

bu
to

r. 
[3

1,
 S

ec
. 

80
9.

10
(b

)(1
4)

] 

Th
e 

“A
ut

ho
riz

ed
 

re
pr

es
en

ta
tiv

e”
 

sy
m

bo
l a

s 
lo

ng
 a

s 
th

e 
us

e 
of

 th
is

 s
ym

bo
l 

do
es

 n
ot

 v
io

la
te

 o
th

er
 

U
.S

. l
ab

el
lin

g 
re

qu
ire

m
en

ts
. F

or
 

ex
am

pl
e,

 if
 th

e 
sy

m
bo

l i
nt

er
fe

re
s 

w
ith

 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 fo
r i

m
po

rte
d 

de
vi

ce
s,

 th
e 

la
be

l, 
or

 
th

e 
ou

te
r p

ac
ka

gi
ng

, 
or

 in
st

ru
ct

io
ns

 fo
r u

se
, 

m
ay

 b
e 

re
qu

ire
d 

to
 

co
nt

ai
n 

in
 a

dd
iti

on
, 

th
e 

na
m

e 
an

d 
ad

dr
es

s 
of

 e
ith

er
 th

e 
im

po
rte

r e
st

ab
lis

he
d 

w
ith

in
 th

e 
im

po
rti

ng
 

co
un

try
/re

gi
on

 o
r o

f 
an

 a
ut

ho
riz

ed
 

re
pr

es
en

ta
tiv

e 
of

 th
e 

m
an

uf
ac

tu
re

r 
es

ta
bl

is
he

d 
w

ith
in

 th
e 

im
po

rti
ng
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st

ra
lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

th
e 

co
m

m
un

ic
at

io
n 

of
 

in
fo

rm
at

io
n 

re
qu

ire
d 

by
 U

.S
. l

aw
, t

he
 

de
vi

ce
 c

ou
ld

 b
e 

m
is

br
an

de
d 

un
de

r 
S

ec
. 5

02
(c

) o
f t

he
 A

ct
. 

[3
9]

 

co
un

try
/re

gi
on

. 
[1

6,
 §

5.
2]

 

19
8 

D
ev

ic
e 

na
m

e/
 

id
en

tif
ie

r 

Th
e 

na
m

e 
of

 th
e 

IV
D

 
in

st
ru

m
en

t a
nd

/o
r 

se
pa

ra
te

 in
st

ru
m

en
t 

m
od

ul
es

, i
nc

lu
di

ng
, 

w
he

re
 a

pp
lic

ab
le

, 
so

ftw
ar

e 
sh

al
l b

e 
gi

ve
n.

 [1
1,

 §
5.

4]
 

A
ll 

IV
D

s 
m

us
t b

e 
ac

co
m

pa
ni

ed
 b

y 
in

fo
rm

at
io

n 
id

en
tif

yi
ng

 th
e 

IV
D

; 
[1

, A
pp

en
di

x 
B.

8.
1 

a)
] 

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
na

m
e 

of
 th

e 
de

vi
ce

; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
a)

]

Th
e 

la
be

l m
us

t i
nd

ic
at

e 
th

e 
id

en
tif

ie
r o

f t
he

 d
ev

ic
e,

 
in

cl
ud

in
g 

th
e 

id
en

tif
ie

r o
f 

an
y 

m
ed

ic
al

 d
ev

ic
e 

th
at

 is
 

pa
rt 

of
 a

 s
ys

te
m

, t
es

t k
it,

 
m

ed
ic

al
 d

ev
ic

e 
gr

ou
p,

 
m

ed
ic

al
 d

ev
ic

e 
fa

m
ily

 o
r 

m
ed

ic
al

 d
ev

ic
e 

gr
ou

p 
fa

m
ily

; 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
c)

]

In
cl

ud
e 

M
od

el
 

nu
m

be
r(s

)/v
er

si
on

 
nu

m
be

r(s
) o

f a
ny

 
de

di
ca

te
d 

in
st

ru
m

en
ts

/e
qu

ip
m

en
t/ 

so
ftw

ar
e.

  
[4

, §
3.

2.
5.

1(
c)

] 

Th
e 

la
be

l m
us

t b
ea

r t
he

 
de

ta
ils

 s
tri

ct
ly

 n
ec

es
sa

ry
 

fo
r t

he
 u

se
r t

o 
un

iq
ue

ly
 

id
en

tif
y 

th
e 

de
vi

ce
 a

nd
 th

e 
co

nt
en

ts
 o

f t
he

 p
ac

ka
gi

ng
; 

[8
, A

nn
ex

 I.
B.

8.
4(

b)
 

[re
qu

ire
d 
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 A

nn
ex

 I 
B

.8
.7

.(a
)] 
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e 

la
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l m
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t b
ea

r t
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se

ria
l n
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be

r; 
 

[8
, A

nn
ex

 1
.B

.8
.4
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)] 
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r r
ea
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e 
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 c
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op
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 p
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l r
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 c
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l c
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l b
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al
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r c
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l p
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s.
 

[3
1,
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 d
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 c
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 m
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ng
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f 
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n 

a 
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e,
 le
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n 
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ce
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 p

ra
ct
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d 
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op
ria
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n 
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ru
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r u
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C

E
 m

ar
ki

ng
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f 
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nf
or

m
ity

 m
us

t a
ls
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n 

th
e 

sa
le
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pa

ck
ag

in
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 C
E

 
m

ar
ki

ng
 s
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ll 
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co

m
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 b
y 
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e 

id
en

tif
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at
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n 
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m
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r o
f 

th
e 

no
tif

ie
d 

bo
dy

.  
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, A
rti
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e 

16
.2
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e 
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Th

e 
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ny
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cu
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ra
ge
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nd
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r 

ha
nd

lin
g 

co
nd

iti
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, A

nn
ex

 I.
B.

8.
4 
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N
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TE
 

S
to

ra
ge

 a
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lin

g 
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en
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l b
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e 
in

st
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1 

W
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ng
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s 
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st
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er

at
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en
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or
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 o
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ru
m

en
t; 
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s 
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y 
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e 
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, A

pp
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x 
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8.

8 
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e 
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s 
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tio
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 s
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e 
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e 
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Th
e 
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e 
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at
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D

 c
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 re
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e 
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w
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at
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B
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⎯
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⎯
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f t
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l h
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⎯
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ld
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e 
ta
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n 
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g 
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nd
lin
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 d
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e 
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uf
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r m
us
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C
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ra
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ds

. 
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1,
 S

ec
. 

80
9.

10
(b

)(6
)(v

iii)
] 
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e 
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r 
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nt

ra
in
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tio
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. [
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th
e 

pr
ec

au
tio

ns
 to

 
be

 ta
ke

n 
ag

ai
ns

t a
ny

 
sp

ec
ia

l, 
un

us
ua

l r
is

ks
 

re
la

te
d 

to
 th

e 
us

e 
or

 
di

sp
os

al
 o

f t
he

 d
ev

ic
e,

 
in

cl
ud

in
g 

sp
ec

ia
l 

pr
ot

ec
tiv

e 
m

ea
su

re
s.

 
[8

, A
nn

ex
 I.

B.
8.

7 
(s

)] 

An
y 

us
e 

or
 o

bj
ec

tiv
es

 
ou

t o
f i

nt
en

de
d 

us
e,

 
de

si
gn

in
g,

 o
r t

ho
se

 n
ot

 
co

ve
re

d 
by

 
m

an
uf

ac
tu

re
r’s

 
re

sp
on

si
bi

lit
ie

s 
sh

al
l 

be
 s

ta
te

d 
on

 th
e 

D
O

C
I. 

Th
is

 in
fo

rm
at

io
n 

sh
al

l b
e 

gi
ve

n 
in

 b
la

ck
 

w
ith

 re
d-

bo
rd

er
ed

 
ob

itu
ar

y 
re

le
va

nt
 to

: 

a)
 

an
y 

ta
bo

o 
fo

r t
he

 
pr

op
er

 u
se

 o
f I

VD
 

in
st

ru
m

en
ts

 a
s 

in
te

nd
ed

 o
r 

av
oi

da
nc

e 
of

 a
ny

 
se

rio
us

 h
az

ar
d 

up
on

 a
pp

lic
at

io
n,

 

b)
 

se
rio

us
 

m
al

fu
nc

tio
ns

 
ca

us
ed

 b
y 

no
t 

m
ai

nt
ai

ni
ng

 th
e 

IV
D

 in
st

ru
m

en
t o

r 
re

pl
ac

ed
 p

ar
ts

 a
s 

di
re

ct
ed

 b
y 

m
an

uf
ac

tu
re

r, 

c)
 

ex
pe

ct
ed

 m
is

us
e,

 
if 

an
y,

 d
) a

ny
 

pr
oh

ib
ite

d 

Lo
ca

l l
aw

s/
fe

de
ra

l l
aw

 
ap

pl
ie

s.
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 w
he

re
 a

pp
lic

ab
le

 
pr

ec
au

tio
ns

 to
 b

e 
ta

ke
n 

ag
ai

ns
t a

ny
 

sp
ec

ia
l, 

un
us

ua
l r

is
ks

 
re

la
te

d 
to

 th
e 

di
sp

os
al

 
of

 th
e 

de
vi

ce
. 

[1
6,

 §
5.

2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st
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lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

re
al

ig
nm

en
t, 

re
ad

ju
st

m
en

t o
r 

re
pa

irs
 w

hi
ch

 
m

ay
 im

pa
ct

 
sa

fe
ty

 o
f t

he
 IV

D
. 

20
3 

W
ar

ni
ng

s 
an

d 
pr

ec
au

tio
ns

 - 
in

te
rfe

re
nc

es
 

A
ny

 w
ar

ni
ng

s 
an

d 
pr

ec
au

tio
ns

 s
ha

ll 
be

 
gi

ve
n 

re
le

va
nt

 to
: 

b)
 

kn
ow

n 
in

te
rfe

re
nc

es
; 

[1
1,

 §
5.

6]
 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
in

fo
rm

at
io

n 
ne

ed
ed

 fo
r t

he
 

co
nt

ro
l o

f k
no

w
n 

re
le

va
nt

 
in

te
rfe

re
nc

es
, 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

In
di

ca
te

 a
ny

 k
no

w
n 

in
te

rfe
re

nc
es

.  
[4

, §
3.

2.
5.

3]
 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

pr
ec

au
tio

ns
 to

 
be

 ta
ke

n 
as

 re
ga

rd
s 

ex
po

su
re

, i
n 

re
as

on
ab

ly
 

fo
re

se
ea

bl
e 

en
vi

ro
nm

en
ta

l c
on

di
tio

ns
, 

to
 m

ag
ne

tic
 fi

el
ds

, 
ex

te
rn

al
 e

le
ct

ric
al

 
in

flu
en

ce
s,

 e
le

ct
ro

st
at

ic
 

di
sc

ha
rg

e,
 p

re
ss

ur
e 

or
 

va
ria

tio
ns

 in
 p

re
ss

ur
e,

 
ac

ce
le

ra
tio

n,
 th

er
m

al
 

ig
ni

tio
n 

so
ur

ce
s,

 e
tc

.; 
 

[8
, A

nn
ex

 I.
B.

8.
7 

(r)
] 

Th
e 

sp
ec

ifi
c 

an
al

yt
ic

al
 

pe
rfo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s 
m

us
t 

in
cl

ud
e 

th
e 

in
fo

rm
at

io
n 

ne
ed

ed
 fo

r t
he

 c
on

tro
l o

f 
kn

ow
n 

re
le

va
nt

 
in

te
rfe

re
nc

es
,  

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

K
no

w
n 

in
te

rfe
re

nc
e 

sh
al

l b
e 

do
cu

m
en

te
d 

on
 D

O
C

I. 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 K

no
w

n 
in

te
rfe

rin
g 

su
bs

ta
nc

es
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(7

)(i
ii)

] 

S
ta

te
 k

no
w

n 
ex

tri
ns

ic
 

fa
ct

or
s 

or
 in

te
rfe

rin
g 

su
bs

ta
nc

es
 a

ffe
ct

in
g 

re
su

lts
.  

[3
1,

 S
ec

. 
80

9.
10

(b
)(1

0)
] 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 in
fo

rm
at

io
n 

w
he

re
 a

pp
lic

ab
le

 
re

ga
rd

in
g 

th
e 

ris
ks

 o
f 

re
ci

pr
oc

al
 in

te
rfe

re
nc

e 
po

se
d 

by
 th

e 
re

as
on

ab
ly

 
fo

re
se

ea
bl

e 
pr

es
en

ce
 

of
 th

e 
de

vi
ce

 d
ur

in
g 

sp
ec

ifi
c 

in
ve

st
ig

at
io

ns
, 

ev
al

ua
tio

ns
, t

re
at

m
en

t 
or

 u
se

 (e
.g

. 
el

ec
tro

m
ag

ne
tic

 
in

te
rfe

re
nc

e 
fro

m
 

ot
he

r e
qu

ip
m

en
t).

 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
in

fo
rm

at
io

n 
on

 
in

te
rfe

rin
g 

su
bs

ta
nc

es
 

th
at

 m
ay

 a
ffe

ct
 th

e 
pe

rfo
rm

an
ce

 o
f t

he
 

as
sa

y.
  

[1
6,

 §
5.

2]
 

20
4 

U
se

s 
no

t 
re

co
m

m
en

de
d 

A
ny

 w
ar

ni
ng

s 
an

d 
pr

ec
au

tio
ns

 s
ha

ll 
be

 
gi

ve
n 

re
le

va
nt

 to
: 

c)
 

us
e 

no
t 

re
co

m
m

en
de

d 
by

 
th

e 
m

an
uf

ac
tu

re
r. 

[1
1,

 §
5.

6]
 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
an

y 
co

nt
ra

-in
di

ca
tio

ns
, 

w
ar

ni
ng

s,
 re

st
ric

tio
ns

, o
r 

pr
ec

au
tio

ns
 th

at
 m

ay
 

ap
pl

y 
in

 re
la

tio
n 

to
 th

e 
us

e 
of

 th
e 

IV
D

; 
[1

, A
pp

en
di

x 
B.

8.
8 

o)
] 

Th
e 

pa
ck

ag
e 

in
se

rt 
sh

ou
ld

 in
di

ca
te

 s
pe

ci
fic

 
co

nt
ra

in
di

ca
tio

ns
 fo

r u
se

, 
[4

, §
3.

2.
3]

 

 
P

re
ca

ut
io

ns
 fo

r o
ff-

la
be

l u
se

s 
sh

al
l b

e 
do

cu
m

en
te

d 
on

 
D

O
C

M
. 
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C
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nd
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d 
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C
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a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

20
5 

In
te

nd
ed

 
pu

rp
os

e 
Th

e 
in

te
nd

ed
 p

ur
po

se
 

of
 th

e 
IV

D
 in

st
ru

m
en

t 
sh

al
l b

e 
cl

ea
rly

 s
ta

te
d.

 
[1

1,
 §

5.
7]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

in
te

nd
ed

 
pu

rp
os

e 
of

 th
e 

IV
D

; 
[1

, A
pp

en
di

x 
B.

8.
8 

b)
] 

U
nl

es
s 

se
lf-

ev
id

en
t t

o 
th

e 
in

te
nd

ed
 u

se
r, 

th
e 

la
be

l 
m

us
t i

nd
ic

at
e 

th
e 

m
ed

ic
al

 
co

nd
iti

on
s,

 p
ur

po
se

s 
an

d 
us

es
 fo

r w
hi

ch
 th

e 
de

vi
ce

 
is

 m
an

uf
ac

tu
re

d,
 s

ol
d 

or
 

re
pr

es
en

te
d,

 
[5

, P
ar

t 1
, S

ec
. 2

1.
 (1

) (
h)

]

Th
e 

pa
ck

ag
e 

in
se

rt 
sh

ou
ld

 c
le

ar
ly

 in
di

ca
te

 
in

te
nd

ed
 u

se
(s

) a
nd

 
in

di
ca

tio
ns

 fo
r u

se
 o

f t
he

 
IV

D
D

. 
 [4

, §
3.

2.
3]

 

If 
th

e 
in

te
nd

ed
 p

ur
po

se
 o

f 
th

e 
de

vi
ce

 is
 n

ot
 o

bv
io

us
 

to
 th

e 
us

er
, t

he
 

m
an

uf
ac

tu
re

r m
us

t c
le

ar
ly

 
st

at
e 

th
e 

in
te

nd
ed

 
pu

rp
os

e 
in

 th
e 

in
st

ru
ct

io
ns

 
fo

r u
se

 a
nd

, i
f a

pp
ro

pr
ia

te
, 

on
 th

e 
la

be
l. 

[8
, A

nn
ex

 I.
B.

8.
5.

] 

Th
e 

ap
pr

ov
ed

 
in

te
nd

ed
 p

ur
po

se
 

sh
al

l b
e 

st
at

ed
 o

n 
D

O
C

I. 
Fo

r t
ho

se
 IV

D
 

in
st

ru
m

en
ts

 n
ot

 
re

qu
ire

d 
ap

pr
ov

al
, 

su
m

m
ar

y 
of

 
st

at
em

en
ts

 a
pp

ea
re

d 
on

 th
e 

do
cu

m
en

t t
itl

ed
 

“g
en

er
ic

 n
am

e 
an

d 
its

 
le

ga
l c

at
eg

or
y”

 s
ha

ll 
be

 s
ta

te
d.

 L
im

ita
tio

ns
 

of
 a

pp
lic

at
io

n 
or

 
co

nd
iti

on
s 

sp
ec

ifi
ed

 
on

 th
e 

ap
pr

ov
al

 s
ha

ll 
be

 s
ta

te
d 

on
 th

e 
D

O
C

I, 
if 

an
y.

 [2
5]

 

Th
e 

la
be

lli
ng

 m
us

t 
in

di
ca

te
: T

he
 in

te
nd

ed
 

us
e 

or
 u

se
s 

of
 th

e 
pr

od
uc

t a
nd

 th
e 

ty
pe

 
of

 p
ro

ce
du

re
, e

.g
. 

qu
al

ita
tiv

e 
or

 
qu

an
tit

at
iv

e.
 

[3
1,

 S
ec

. 
80

9.
10

(b
)(2

)] 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

in
cl

ud
e 

th
e 

in
te

nd
ed

 
us

e 
(e

.g
. m

on
ito

rin
g,

 
sc

re
en

in
g 

or
 

di
ag

no
st

ic
) i

nc
lu

di
ng

 
an

 in
di

ca
tio

n 
th

at
 it

 is
 

fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
us

e.
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 th
e 

in
te

nd
ed

 
pu

rp
os

e,
 u

se
r a

nd
 

pa
tie

nt
 p

op
ul

at
io

n 
of

 
th

e 
de

vi
ce

 w
he

re
 

th
es

e 
ar

e 
no

t o
bv

io
us

.  
[1

6,
 §

5.
2]

 

20
6 

In
st

al
la

tio
n 

in
st

ru
ct

io
ns

 
In

st
ru

ct
io

ns
 fo

r s
et

tin
g 

up
 th

e 
IV

D
 in

st
ru

m
en

t 
sh

al
l b

e 
gi

ve
n 

w
he

n 
th

e 
in

st
al

la
tio

n 
ca

n 
be

 
ca

rri
ed

 o
ut

 b
y 

th
e 

us
er

. 

N
O

TE
 

Th
es

e 
in

st
ru

ct
io

ns
 a

re
 n

ot
 

ne
ce

ss
ar

y 
w

he
n 

th
e 

in
st

al
la

tio
n 

is
 c

ar
rie

d 
ou

t e
xc

lu
si

ve
ly

 b
y 

pe
rs

on
ne

l f
ro

m
 th

e 
m

an
uf

ac
tu

re
r o

r a
 

se
rv

ic
e 

or
ga

ni
za

tio
n.

 
[1

1,
 §

5.
8.

1]
 

 
 

 
A

ny
 c

on
di

tio
ns

 a
nd

 
fa

ci
lit

ie
s 

re
qu

ire
d 

fo
r 

th
e 

pr
op

er
 a

nd
 s

af
et

y 
us

e 
of

 IV
D

 in
st

ru
m

en
t 

sh
al

l b
e 

gi
ve

n 
on

 th
e 

D
C

O
M

. 

C
on

fig
ur

at
io

n 
of

 
pa

ck
ag

e 
sh

al
l b

e 
gi

ve
n 

on
 th

e 
D

O
C

I. 

In
st

ru
ct

io
ns

 fo
r 

in
st

al
la

tio
n 

an
d 

se
tti

ng
 

up
 th

e 
IV

D
 in

st
ru

m
en

t 
sh

al
l b

e 
gi

ve
n 

on
 b

ot
h 

D
O

C
I a

nd
 D

O
C

M
. 

[2
5]

 

[P
ro

vi
de

 th
e 

fo
llo

w
in

g 
in

fo
rm

at
io

n 
fo

r] 
in

st
ru

m
en

ts
: 

In
st

al
la

tio
n 

pr
oc

ed
ur

es
 a

nd
 

sp
ec

ia
l r

eq
ui

re
m

en
ts

[3
1,

 S
ec

. 
80

9.
10

(b
)(6

)] 

 

20
7 

P
re

-
in

st
al

la
tio

n 
pr

ep
ar

at
io

n 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

a)
 

un
pa

ck
in

g;
 

b)
 

ch
ec

ki
ng

 d
el

iv
er

y 
fo

r c
om

pl
et

en
es

s;
 

c)
 

ch
ec

ki
ng

 fo
r 

da
m

ag
e 

du
rin

g 
tra

ns
po

rt.
 

[1
1,

 §
5.

8.
2]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

ne
ce

ss
ar

y 
in

st
ru

ct
io

ns
 in

 th
e 

ev
en

t o
f 

da
m

ag
e 

to
 th

e 
pr

ot
ec

tiv
e 

pa
ck

ag
in

g;
 

[1
, A

pp
en

di
x 

B.
8.

8 
k)

] 
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03

a  
U

ni
te
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St
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G

H
TF

 

20
8 

In
st

al
la

tio
n 

re
qu

ire
m

en
ts

 
In

fo
rm

at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n 
th

e 
fo

llo
w

in
g:

 
a)

 
in

st
al

la
tio

n 
si

te
 

re
qu

ire
m

en
ts

; 
b)

 
te

ch
ni

ca
l 

pr
er

eq
ui

si
te

s,
 e

.g
. 

lo
ad

 b
ea

rin
g 

ca
pa

ci
ty

. 
[1

1,
 §

5.
8.

3]
 

 
In

cl
ud

e 
re

le
va

nt
 

en
vi

ro
nm

en
ta

l c
on

di
tio

ns
 

un
de

r w
hi

ch
 th

e 
de

vi
ce

 is
 

to
 b

e 
us

ed
.  

[4
, §

3.
2.

5.
4 

(a
)] 

 
Th

e 
fo

llo
w

in
g 

in
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

D
O

C
M

: 
a)

 
Li

m
ita

tio
ns

 o
n 

ph
ys

ic
al

 
en

vi
ro

nm
en

t 
re

qu
ire

d 
fo

r s
af

e 
an

d 
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rre
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D
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m
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m
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ra
tin
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ua
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ra
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 p
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m
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m
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 p
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rre
nt

, 
pe

rfo
rm

an
ce

s.
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en
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.
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1,
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st
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ha
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e,
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e 
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ia
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ce
le

ra
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tio
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vi

ce
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2]
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l b
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t 
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n 
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r 
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g 
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 c
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[1
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 m
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e 
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e 
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 c
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m
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at
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al
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 I.
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8.
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)] 

 
In
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tio
n 
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ed
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ec
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en
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.
[3

1,
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80
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10
(b

)(6
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l b
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 b
rie
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 §

5.
8.
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a 
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f d
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n 
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d 
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l d
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n 
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r p
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r 
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t 
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at
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at
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[1
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x 
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8.
8 

g)
] 
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 m
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he

 in
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n 
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e 
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 p
ro
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d 
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d 
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n 
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at
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[8

, A
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 I.
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8.
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)] 
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e 
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e 
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al
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d 
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at
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, [
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21
2 

In
st

ru
m

en
t 

op
er

at
io

n 
- 

th
eo

ry
 

B
as

ic
 th

eo
ry

 o
f t

he
 

in
st

ru
m

en
t o

pe
ra

tio
n 

sh
al

l b
e 

gi
ve

n.
 

[1
1,

 §
5.

9]
 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
th

e 
pr

in
ci

pl
e 

of
 th

e 
m

et
ho

d,
 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

In
di

ca
te

 a
 b

rie
f s

um
m

ar
y 

an
d 

ex
pl

an
at

io
n 

of
 th

e 
te

st
 a

nd
 h

ow
 it

 w
or

ks
, 

in
cl

ud
in

g 
th

e 
cl

in
ic

al
 

be
ne

fit
s 

an
d 

lim
ita

tio
ns

 o
f 

th
e 

te
st

 w
ith

 re
sp

ec
t t

o 
in

te
nd

ed
 u

se
.  

[4
, §

3.
2.

4]
 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, t
he

 
pr

in
ci

pl
e 

of
 th

e 
m

et
ho

d,
  

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

P
rin

ci
pl

e 
of

 o
pe

ra
tio

n 
sh

al
l b

e 
gi

ve
n 

on
 

D
O

C
M

 a
nd

 b
rie

f o
ne

 
on

 D
O

C
I w

ith
 

re
fe

re
nc

e 
to

 D
O

C
M

. 
In

fo
rm

at
io

n 
sh

al
l b

e 
gi

ve
n 

on
 D

O
C

M
 o

n 
th

e 
fo

llo
w

in
g:

 b
ut

 n
ot

 
lim

ite
d 

to
 

a)
 

un
ct

io
ns

 a
nd

 
ex

am
pl

e 
of

 u
se

, 
b)

 
ac

ce
ss

or
ie

s 
an

d 
in

st
al

la
tio

n 
pr

oc
ed

ur
es

, a
nd

 
c)

 
co

nf
ig

ur
at

io
n 

of
 

th
e 

IV
D

 
in

st
ru

m
en

ts
 w

ith
 

pi
ct

ur
es

, f
ig

ur
es

, 
an

d/
or

 b
lo

ck
 

di
ag

ra
m

. 

In
st

ru
m

en
t l

ab
el

lin
g 

sh
al

l i
nc

lu
de

: 
P

rin
ci

pl
es

 o
f 

op
er

at
io

n.
 

[3
1,
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ec

. 
80

9.
10

(b
)(6

)(i
ii)

] 
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U
se

r t
ra

in
in

g 
 

If 
an

y 
pa

rti
cu

la
r 

tra
in

in
g 

of
 th

e 
us

er
 is

 
re

qu
ire

d 
th

is
 s

ha
ll 

be
 

in
di

ca
te

d.
 

[1
1,

 §
5.

9]
 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s

ho
ul

d 
in

cl
ud

e 
…

 
w

he
th

er
 a

ny
 p

ar
tic

ul
ar

 
tra

in
in

g 
is

 re
qu

ire
d;

 
[1

, A
pp

en
di

x 
B.

8.
8 

o)
] 

Th
e 

Li
m

ita
tio

ns
 S

ec
. o

f 
th

e 
pa

ck
ag

e 
in

se
rt 

sh
ou

ld
 

in
cl

ud
e 

an
y 

sp
ec

ifi
c 

tra
in

in
g 

re
qu

ire
d 

fo
r t

es
t 

pe
rfo

rm
an

ce
 o

r u
se

.  
[4

, §
3.

2.
3 

(N
ot

e)
] 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, a
n 

in
di

ca
tio

n 
w

he
th

er
 a

ny
 

pa
rti

cu
la

r t
ra

in
in

g 
is

 
re

qu
ire

d;
  

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

U
se

r t
ra

in
in

g 
pr

og
ra

m
 

fo
r s

af
et

y 
sh

al
l b

e 
in

tro
du

ce
d 

on
 D

O
C

M
. 
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4 

In
st

ru
m

en
t 

fu
nc

tio
ns

 
In

fo
rm

at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n 
th

e 
fo

llo
w

in
g:

 
a)

 
de

sc
rip

tio
n,

 
pu

rp
os

e;
 

b)
 

pr
in

ci
pl

es
 o

f 
w

or
ki

ng
; 

c)
 

op
er

at
io

n;
 

d)
 

sp
ec

ifi
ca

tio
ns

; 
e)

 
au

to
m

at
ic

 c
he

ck
s 

on
 th

e 
sy

st
em

; 
f) 

sp
ec

ifi
c 

pe
rfo

rm
an

ce
 

ch
ec

ks
. 

[1
1,

 §
5.

10
] 

 
Fo

r a
ny

 d
ed

ic
at

ed
 

in
st

ru
m

en
ts

/e
qu

ip
m

en
t/ 

so
ftw

ar
e:

 
In

cl
ud

e 
a 

br
ie

f d
es

cr
ip

tio
n 

of
 u

se
 o

r f
un

ct
io

n 
 

[4
, §

3.
2.

5.
1(

c)
] 

Th
e 

la
be

l m
us

t i
nc

lu
de

 th
e 

pe
rfo

rm
an

ce
 

sp
ec

ifi
ca

tio
ns

 o
f t

he
 

de
vi

ce
 if

 th
os

e 
sp

ec
ifi

ca
tio

ns
 a

re
 

ne
ce

ss
ar

y 
fo

r p
ro

pe
r u

se
; 

 [5
, P

ar
t 1

, S
ec

. 2
1.

 (1
) (

h)
]

In
cl

ud
e 

pe
rfo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s/
 

sp
ec

ifi
ca

tio
ns

.  
[4

, §
3.

2.
5.

1(
c)

] 

 
B

rie
f i

nf
or

m
at

io
n 

of
 

th
e 

IV
D

 in
st

ru
m

en
t, 

an
d 

na
m

e 
an

d 
st

ru
ct

ur
e 
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 u

ni
ts

 a
nd

 
ac

ce
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or
y 

sh
al

l b
e 

gi
ve

n 
on

 D
O

C
M

. 

La
be

llin
g 

ac
co

m
pa

ny
in

g 
ea

ch
 

pr
od

uc
t, 

e.
g.

 a
 

pa
ck

ag
e 

in
se

rt,
 s

ha
ll 

st
at

e,
 e

xc
ep

t w
he

re
 

su
ch

 in
fo

rm
at

io
n 

is
 

no
t a

pp
lic

ab
le

, o
r a

s 
sp

ec
ifi

ed
 in

 a
 

st
an

da
rd

 fo
r a

 
pa

rti
cu

la
r p

ro
du

ct
 

cl
as

s:
 

In
st

ru
m

en
ts

: 
U

se
 o

r f
un

ct
io

n 
[3

1,
 S

ec
. 

80
9.

10
(b

)(6
)(i

)] 
P

er
fo

rm
an

ce
 

ch
ar

ac
te

ris
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s 
an

d 
sp

ec
ifi

ca
tio

ns
. 

[3
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. 
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(b
)(6

)(i
v)
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In
st

ru
m

en
t 

pe
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rm
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ce
 

an
d 

lim
ita

tio
ns
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f 

us
e 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

⎯
 

ge
ne

ra
l 

st
at

em
en

ts
 [o

f 
lim

ita
tio

ns
]; 

[1
1,

 §
5.

11
] 

 
In

cl
ud

e 
lim

ita
tio

ns
, e

tc
. o

f 
an

y 
de

di
ca

te
d 

in
st

ru
m

en
ts

/ 
eq

ui
pm

en
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of
tw

ar
e.

  
[4

, §
3.

2.
5.

1(
c)

] 

If 
th

e 
de

vi
ce

 is
 in

te
nd

ed
 

fo
r u

se
 in

 c
om
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na

tio
n 

w
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 o
th

er
 d

ev
ic

es
 o

r 
eq

ui
pm
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t, 

th
e 

w
ho

le
 

co
m

bi
na

tio
n,

 in
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ud
in

g 
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e 
co
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tio
n 
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em
, m
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be
 s

af
e 

an
d 

m
us
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ot
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ir 
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e 
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ec

ifi
ed

 
pe
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rm

an
ce

s 
of
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e 

de
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ce
s.
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ny

 re
st
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t b

e 
in
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n 
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e 
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se
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ex

 I.
B.

3.
1]

 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

a)
 

ge
ne

ra
l 

st
at

em
en

t 
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y 
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tio
n 
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pr
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or
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e 

D
O

C
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st
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de
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O

pe
ra
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s 
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at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

⎯
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rm
an

ce
 

ch
ar

ac
te

ris
tic
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th

e 
IV

D
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st

ru
m

en
t, 

e.
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ug
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. 

[1
1,
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5.
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] 

A
 d
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le
d 

de
sc

rip
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of
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e 
pr
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ed

ur
e 
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 b

e 
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llo
w
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ho
ul
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ch
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s 

(e
.g

. 
se
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, s
pe

ci
fic
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, 

ac
cu

ra
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, r
ep

ea
ta

bi
lit

y,
 

re
pr
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ilit

y,
 li

m
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 o
f 

de
te

ct
io

n 
an

d 
m
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su

re
m

en
t r

an
ge

,  
[1

, A
pp

en
di

x 
B.

8.
8 
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] 

Th
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e 

pe
rfo

rm
an

ce
 

sp
ec

ifi
ca

tio
ns

 o
f t

he
 

de
vi

ce
 if

 th
os

e 
sp

ec
ifi

ca
tio

ns
 a

re
 

ne
ce

ss
ar

y 
fo

r p
ro

pe
r u

se
; 

[5
, P

ar
t 1

, S
ec

. 2
1.

 (1
) (

h)
]

Th
e 

P
er

fo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s 

S
ec

. m
us

t 
in

cl
ud

e 
a 

su
m

m
ar

y 
of

 
da

ta
 fr

om
 c

lin
ic

al
 tr

ia
ls

 
up

on
 w

hi
ch

 th
e 

pe
rfo

rm
an

ce
 o

f t
he

 te
st

 is
 

ba
se

d.
 

S
ee

 a
ls

o 
N

O
TE

S 
10

-1
2.

 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, t
he

 
sp

ec
ifi

c 
an

al
yt

ic
al

 
pe

rfo
rm

an
ce

 
ch

ar
ac

te
ris

tic
s 

(e
.g

. 
se

ns
iti

vi
ty

, s
pe

ci
fic

ity
, 

ac
cu

ra
cy

, r
ep

ea
ta

bi
lit

y,
 

re
pr

od
uc

ib
ilit

y,
 li

m
its

 o
f 

de
te

ct
io

n 
an

d 
m

ea
su

re
m

en
t r

an
ge

,  
[8

, A
nn

ex
 I.

B.
8.

7 
(h

)] 

Th
e 

pe
rfo

rm
an

ce
 o

f 
th

e 
IV

D
 in

st
ru

m
en

t 
sh

al
l b

e 
pr

ov
id

ed
 w

ith
 

re
pe

at
ab

ilit
y,

 
sp

ec
ifi

ci
ty

 a
nd

 
se

ns
iti

vi
ty

 o
f m

aj
or

 
ap

pl
ic

ab
le

 te
st

s 
or

 
ph

ys
ic

al
 p

er
fo

rm
an

ce
 

ch
ar

ac
te

ris
tic

 o
n 

th
e 

D
O

C
I. 

In
st

ru
m

en
t l

ab
el

lin
g 

sh
al

l i
nc

lu
de

: 
P

er
fo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s 
an

d 
sp

ec
ifi

ca
tio

ns
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(6

)(i
v)

] 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
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 th
e 

pe
rfo

rm
an

ce
 

in
te

nd
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r a
nd
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ny
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de
si

ra
bl

e 
si

de
 

ef
fe

ct
s.

 [1
6,

 §
5.

2]
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 a
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o 
R

ea
ge

nt
s 

In
st

ru
ct

io
ns

 fo
r U

se
 –

 
A

na
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tic
al

 
P

er
fo

rm
an

ce
 

C
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ra
ct

er
is

tic
s 

21
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R
eq

ui
re

d 
m

at
er

ia
ls

 
an

d/
or

 
eq

ui
pm

en
t  

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

⎯
 

an
y 

sp
ec

ia
l 

m
at

er
ia

ls
 a

nd
/o

r 
eq

ui
pm

en
t 

re
qu

ire
d 

in
 o

rd
er

 
to

 u
se

 th
e 

IV
D

 
in

st
ru

m
en

t 
pr

op
er

ly
; 

[1
1,

 §
5.

12
] 

In
st

ru
ct

io
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r u

se
 m

us
t 

co
nt

ai
n 

an
 in
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tio
n 

of
 

an
y 

sp
ec

ia
l e

qu
ip

m
en

t 
re

qu
ire

d 
in
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ud

in
g 

in
fo

rm
at

io
n 
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ce
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ar

y 
fo

r 
th

e 
id

en
tif

ic
at

io
n 

of
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at
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ec

ia
l e

qu
ip

m
en

t f
or

 
pr

op
er

 u
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f t

he
 IV

D
; 

[1
, A

pp
en

di
x 

B.
8.

8 
e)

] 
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D
 m

us
t b
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ed
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m
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tio

n 
w

ith
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d 

w
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r c
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ot
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V

D
s 
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en

t 
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 o
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er
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te
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s 
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ire
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 th
e 
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r u
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t c
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In
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ca
te
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 e
ss

en
tia

l 
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m
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ne
nt

s 
an

d/
or

 
sp
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l e
qu

ip
m

en
t o

r 
in
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ru

m
en
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 n

ot
 p

ro
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de
d.

 
In

cl
ud

e 
de
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ils

 s
uc

h 
as

 
si

ze
s,

 n
um

be
rs

, t
yp

es
, 

qu
al

ity
, e

tc
. 

E
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m
pl

es
 a

re
: i
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at
or

s,
 

pr
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is
io

n 
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tte

s,
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ra
te

d 
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m

om
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er
s,

 
ap

pr
op

ria
te

 d
is

in
fe
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ts
 

an
d 
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n 

pr
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ed
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, a
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pr
ia
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re
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tio
n 
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el
s 

(s
pe

ci
fy
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s,

 p
ol

ys
ty

re
ne

, 
po
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pr

op
yl

en
e)

, e
tc

. 

In
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ru
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 fo
r u
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t 
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n 

an
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tio
n 
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an
y 
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l e
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en

t 
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ire

d 
in
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ud

in
g 
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fo
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at
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n 
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y 
fo

r 
th

e 
id

en
tif

ic
at

io
n 

of
 th

at
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ec

ia
l e

qu
ip

m
en

t f
or

 
pr

op
er

 u
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;  
[8

, A
nn

ex
 I.

B.
8.

7 
(e

)] 
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e 
de
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ce
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e 
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ed
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 c
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tio
n 

w
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r 
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d 
w
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r 
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nn
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d 
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 o
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er

 
m

ed
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 d
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es
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r 
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n 
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d 
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In
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at

io
n 

sh
al

l b
e 

pr
ov

id
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n 

D
O

C
M

, i
f 
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y.

 T
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s 
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at
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n 
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ou
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e 
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w
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-
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s 
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g 
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f 
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r e
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m
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f 
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y.
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llin
g 
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al

l 
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cl
ud

e:
 

A
 li

st
 o

f a
ll 

m
at

er
ia

ls
 

pr
ov

id
ed

, e
.g

. 
re

ag
en

ts
, i
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tru

m
en

ts
 

an
d 

eq
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pm
en

t, 
w

ith
 

in
st

ru
ct

io
ns
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r t

he
ir 
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e.
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. 
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)(8
)(i

)] 

A
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 o

f a
ll 
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er
ia

ls
 

re
qu

ire
d 

bu
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pr
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. I
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su
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 d
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s 
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s,
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m
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, t

yp
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, a
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Th
e 
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g 
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 d
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f t
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en
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f 
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ns
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m
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[1
6,

 §
5.

2]
 

ISO/TR 18112:2006(E) 

98  © ISO 2006 – All rights reservedCopyright International Organization for Standardization 
Reproduced by IHS under license with ISO 

Not for ResaleNo reproduction or networking permitted without license from IHS

-
-
`
,
,
`
`
`
,
,
,
,
`
`
`
`
-
`
-
`
,
,
`
,
,
`
,
`
,
,
`
-
-
-



# 
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C
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ar
d 
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C
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a 
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ro
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an
 U
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n 

20
03

a  
U
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te

d 
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at
es

 
G

H
TF

 

su
ffi
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en

t d
et

ai
ls

 o
f i
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ar
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te

ris
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s 
to

 id
en

tif
y 

th
e 

co
rre

ct
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D
 o

r 
eq

ui
pm

en
t t

o 
us

e 
in

 o
rd

er
 

to
 o

bt
ai

n 
a 

sa
fe

 a
nd

 
pr

op
er

 c
om

bi
na

tio
n;

 
[1

, A
pp

en
di

x 
B.

8.
8 

f)]
 

Fo
r i

ns
tru

m
en

ts
 s

uc
h 

as
 

m
ic

ro
pl

at
e 

re
ad

er
s,

 
in

di
ca

te
 re

qu
ire

d 
sp

ec
ifi

ca
tio

ns
 s

uc
h 

as
 

w
av

el
en

gt
h,

 b
an

d 
w

id
th

, 
ab

so
rb

an
ce

, p
re

ci
si

on
, 

fil
te

rs
, e

tc
.  

[4
, §

3.
2.

5.
1(

b)
] 

in
te

nd
ed

 p
ur

po
se

, 
su

ffi
ci

en
t d

et
ai

ls
 o

f i
ts

 
ch

ar
ac

te
ris

tic
s 

to
 id

en
tif

y 
th

e 
co

rre
ct

 d
ev

ic
es

 o
r 

eq
ui

pm
en

t t
o 

us
e 

in
 o

rd
er

 
to

 o
bt

ai
n 

a 
sa

fe
 a

nd
 

pr
op

er
 c

om
bi

na
tio

n;
  

[8
, A

nn
ex

 I.
B.

8.
7 

(m
)] 

qu
al

ity
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(8

)(i
i)]

 

21
8 

R
ea

ge
nt

 
pr

ep
ar

at
io

n 
In

fo
rm

at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n 
th

e 
fo

llo
w

in
g:

 

⎯
 

re
ag

en
t(s

); 

[1
1,

 §
5.

12
] 

 
In

cl
ud

e 
a 

D
es

cr
ip

tio
n 

of
 

th
e 

re
qu

ire
d 

am
ou

nt
s 

of
 

re
ag

en
ts

, s
am

pl
es

, a
nd

 
co

nt
ro

ls
; i

nc
ub

at
io

n 
sc

he
du

le
s,

 te
m

pe
ra

tu
re

, 
w

av
el

en
gt

hs
 u

se
d 

fo
r 

m
ea

su
re

m
en

t, 
 

[4
, §

3.
2.

5.
4]

 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, t
he

 d
et

ai
ls

 
of

 a
ny

 fu
rth

er
 p

ro
ce

du
re

 
or

 h
an

dl
in

g 
ne

ed
ed

 b
ef

or
e 

th
e 

de
vi

ce
 c

an
 b

e 
us

ed
 

(fo
r e

xa
m

pl
e,

 
re

co
ns

tit
ut

io
n,

 in
cu

ba
tio

n,
 

di
lu

tio
n,

 ..
. e

tc
.),

  
[8

, A
nn

ex
 I.

B.
8.

7 
(h

)] 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

pr
op

er
 

pr
ep

ar
at

io
n 

an
d 

se
tti

ng
 o

f r
ea

ge
nt
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). 

La
be

llin
g 

sh
al

l in
cl

ud
e:

 
A 

de
sc

rip
tio

n 
of

 th
e 

am
ou

nt
s 

of
 re

ag
en

ts
 

ne
ce

ss
ar

y,
 ti

m
es

 
re

qu
ire

d 
fo

r s
pe

ci
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st

ep
s,

 p
ro

pe
r 

te
m

pe
ra

tu
re

s,
 

w
av

el
en

gt
hs

, e
tc

. 
[3

1,
 S

ec
. 

80
9.

10
(b

)(8
)(i

ii)
] 
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eq
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te
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ru
ct

io
ns
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r r
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on
st
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tio

n,
 

m
ixi
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, d
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n,
 e

tc
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(5

)(i
ii)

] 
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r i

n 
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 d

ia
gn

os
tic

 
m
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ic

al
 d

ev
ic

es
, t
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la
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ng
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ul
d 
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ud
e:
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ea

ge
nt

 
de
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n 
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d 
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y 
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n 

(e
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w

ith
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 d
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ed
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m
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t o
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. 
[1
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Th
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 d
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r 
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g 
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 c
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r 
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at
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[1
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 §
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S
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ci
m

en
 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

⎯
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pe
ci

m
en

 
to
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e 
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ed

, a
ny
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ia

l c
on

di
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ns
 

of
 c

ol
le
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io

n,
 p

re
-
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at

m
en

t a
nd
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f 

ne
ce
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ar

y,
 

st
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e 
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] 
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t 
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n 
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f 
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 b

e 
us

ed
 w

ith
 th

e 
IV

D
, 
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 c
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tre
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m
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f 
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)] 
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f 
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at
io
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n 

20
03

a  
U
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d 
St
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G
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TF

 

A
dd

iti
ve

s 
an

d 
pr

es
er

va
tiv

es
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 b
e 

ad
de

d 
to

 th
e 

sp
ec

im
en

, t
o 

pr
es

er
ve

 th
e 

in
te

gr
ity

 o
f 

th
e 

sp
ec

im
en

. 

S
to

ra
ge

 a
nd

 h
an

dl
in

g 
re

qu
ire

m
en

ts
.  

[4
, §

3.
2.

5.
3]

 

R
ec

om
m

en
de

d 
st

or
ag

e,
 h

an
dl

in
g 

or
 

sh
ip

pi
ng

 in
st

ru
ct

io
ns

 fo
r 

th
e 

pr
ot

ec
tio

n 
an

d 
m

ai
nt

en
an

ce
 o

f s
ta

bi
lity

 
of

 th
e 

sp
ec

im
en

. 
[3

1,
 S

ec
. 

80
9.

10
(b

)(7
)(i

v)
] 

22
0 

In
st

ru
m

en
t 

op
er

at
io

n 
ch

ec
ks

 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

⎯
 

in
st

ru
m

en
t c

he
ck

s 
fo

r c
or

re
ct

 a
nd

 
sa

fe
 o

pe
ra

tio
n;

 

[1
1,

 §
5.

12
] 

 
 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, t
he

 d
et

ai
ls

 
of

 a
ny

 fu
rth

er
 p

ro
ce

du
re

 
or

 h
an

dl
in

g 
ne

ed
ed

 b
ef

or
e 

th
e 

de
vi

ce
 c

an
 b

e 
us

ed
 

(fo
r e

xa
m

pl
e,

 …
 

in
st

ru
m

en
t c

he
ck

s,
 e

tc
.),

 
[8

, A
nn

ex
 I.

B.
8.

7 
(h

)] 

Th
e 

D
O

C
M

 s
ha

ll 
st

at
e 

fo
llo

w
in

g 
ite

m
s 

fo
r 

co
rre

ct
 a

nd
 s

af
e 

op
er

at
io

n;
 

a)
 

pr
ep

ar
at

io
n 

pr
oc

ed
ur

es
, 

ch
ec

k 
ite

m
s 

an
d 

ch
ec

ki
ng

 
pr

oc
ed

ur
es

 fo
r 

pr
e-

an
al

yt
ic

al
 

st
ag

es
, 

b)
 

m
ai

nt
en

an
ce

 o
f 

re
ag

en
ts

 a
nd

 

c)
 

sp
ec

im
en

 
in

cl
ud

in
g 

ge
ne

ra
l 

pr
et

re
at

m
en

t 
pr

oc
ed

ur
es

 w
ith

 
ex

pe
ct

ed
 

im
pr

op
er

 
pr

et
re

at
m

en
t. 

 
Th

e 
la

be
llin

g 
sh

ou
ld

 
be

ar
 d

et
ai

ls
 o

f a
ny

 
fu

rth
er

 tr
ea

tm
en

t o
r 
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nd

lin
g 

ne
ed

ed
 

be
fo

re
 th

e 
de

vi
ce

 c
an

 
be

 u
se

d 
(e

.g
. 

st
er

ili
za

tio
n,

 fi
na

l 
as

se
m

bl
y,

 c
al

ib
ra

tio
n,

 
pr

ep
ar

at
io

n 
of

 
re

ag
en

ts
 a

nd
/o

r 
co

nt
ro

l m
at

er
ia

ls
, 

et
c.

).  
[1

6,
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5.
2]
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In
st

ru
m

en
t 

ad
ju

st
m

en
t/ 

ca
lib

ra
tio

n 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

th
e 

fo
llo

w
in

g:
 

⎯
 

ad
ju

st
m

en
t. 

[1
1,

 §
5.

12
] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
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de
ta

ils
 o

f t
he

 
na

tu
re

 a
nd

 fr
eq

ue
nc

y 
of

 
th

e 
ca

lib
ra

tio
n 

ne
ed

ed
 to

 
en

su
re

 th
at

 th
e 

IV
D

 
op

er
at

es
 p

ro
pe

rly
 a

nd
 

sa
fe

ly
; 

[1
, A

pp
en

di
x 

B.
8.

8 
g)

] 

In
cl

ud
e 
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lib

ra
tio

n 
in

fo
rm

at
io

n:
 c

on
tro

ls
, 

re
fe

re
nc

e 
sa

m
pl

es
, 

bl
an

ks
, p

re
pa

ra
tio

n 
of

 
st

an
da

rd
 c

ur
ve

  
[4

, §
3.

2.
5.

4 
(a

)] 

In
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ru
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r u
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 m

us
t 
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nt
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n 

de
ta

ils
 o

f t
he
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lib
ra

tio
n 

ne
ed

ed
 to

 
en

su
re

 th
at

 th
e 

de
vi

ce
 

op
er

at
es

 p
ro

pe
rly

 a
nd

 
sa

fe
ly

;  
[8

, A
nn

ex
 I.

B.
8.

7 
(n

)] 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp

ro
pr

ia
te

, 
in

fo
rm

at
io

n 
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ou
t t

he
 u

se
 

of
 a

va
ila

bl
e 

re
fe

re
nc

e 
m

ea
su

re
m

en
t p

ro
ce

du
re

s 
an

d 
m

at
er

ia
ls

 b
y 

th
e 

us
er

,
[8

, A
nn

ex
 I.

B.
8.

7 
(h

)] 

A
 d
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ai

le
d 

de
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rip
tio

n 
of
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e 
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e 
to

 b
e 
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w
ed
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 c

an
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d 
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e 
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er
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f t
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D
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n 
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or
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C
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r 
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g 
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e 
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 is

 
re
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ire

d,
 th

is
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ll 
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di

ca
te

d.
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m
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t l
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g 
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de
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C

al
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ra
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ur
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ud
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g 
m
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r 
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o 
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d.
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1,
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D
et

ai
le

d 
pr

oc
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ur
e 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 th
e 

pr
oc

ed
ur

e 
to

 b
e 

fo
llo

w
ed

 w
hi

ch
 c

an
 b

e 
cl

ea
rly

 u
nd

er
st

oo
d 

by
 

th
e 

us
er

 o
f t

he
 IV

D
 

in
st

ru
m

en
t s

ha
ll 

be
 

pr
ov

id
ed

.  
[1

1,
 §

5.
13

] 

A
 d

et
ai

le
d 

de
sc

rip
tio

n 
of

 
th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 s
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d 
in
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ud

e 
an

y 
sp
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l o
pe

ra
tin

g 
in

st
ru

ct
io

ns
 fo

r t
he

 u
se

 o
f 

th
e 

de
vi

ce
, i

nc
lu

di
ng

 
w

he
th

er
 a

ny
 p

ar
tic

ul
ar

 
tra

in
in

g 
is

 re
qu

ire
d;

 
[1

, A
pp

en
di

x 
B.

8.
8 

o)
] 

Th
e 

di
re

ct
io

ns
 fo

r u
se

, 
un

le
ss

 d
ire

ct
io

ns
 a

re
 n

ot
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ire
d 
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r t

he
 d

ev
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e 
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be

 u
se

d 
sa

fe
ly

 a
nd

 
ef

fe
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iv
el

y.
 

[5
, P

ar
t 1

, S
ec

. 2
1(

1)
(i)

] 

Fo
r t

he
 te

st
 p

ro
ce

du
re

: 
in

st
ru

ct
io

ns
 fo

r u
se

 m
us

t 
pr

ov
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e 
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m
pl
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e 

in
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at

io
n 

re
le

va
nt

 to
 th

e 
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fe
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nd
 e
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ct

iv
e 

us
e 

of
 

th
e 

IV
D

D
…

 
[4

, §
3.

2.
5.

4 
(a

)] 

In
cl

ud
e 

S
am

pl
e 

se
le

ct
io

n 
an

d 
ha

nd
lin

g.
  

[4
, §

3.
2.

5.
4 

(a
)] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

a 
de

ta
ile

d 
de

sc
rip

tio
n 

of
 th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 

in
 u

si
ng

 th
e 

de
vi

ce
;  

[8
, A

nn
ex

 I.
B.

8.
7 

(g
)] 

 

A
 d
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le
d 
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of
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e 
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ed
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e 
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w
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 c
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d 
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e 
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er

 o
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D
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m
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di
ng
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tio
n 

an
d/

or
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m
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t s

ha
ll 
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pr
ov

id
ed
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n 
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e 

D
O

C
M

. 

If 
an

y 
pa

rti
cu

la
r 

tra
in

in
g 

of
 th

e 
us

er
 is

 
re

qu
ire

d,
 th

is
 s

ha
ll 

be
 

in
di

ca
te

d.
 

La
be

llin
g 

sh
al

l 
in

cl
ud

e:
 

P
ro

ce
du

re
: A

 s
te

p-
by

-
st

ep
 o

ut
lin

e 
of

 
re

co
m

m
en

de
d 

pr
oc

ed
ur

es
 fr

om
 

re
ce

pt
io

n 
of

 th
e 

sp
ec

im
en

 to
 o

bt
ai

ni
ng

 
re

su
lts

. L
is

t a
ny

 p
oi

nt
s 

th
at

 m
ay

 b
e 

us
ef

ul
 in

 
im

pr
ov

in
g 

pr
ec

is
io

n 
an

d 
ac

cu
ra

cy
. 

[3
1,

 S
ec

. 8
09

.1
0 

(b
)(8

)] 

A
 s

ta
te

m
en

t 
de

sc
rib

in
g 

th
e 
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ab

ili
ty

 
of

 th
e 
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al

 re
ac

tio
n 

m
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l t
o 

be
 

m
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su
re

d 
an

d 
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e 
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e 
w
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al
l b

e 
m
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d 
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e 
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lts
.  

[3
1,

 S
ec

. 
80

9.
10

(b
)(8

)(i
v)

] 
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n 
vi
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 d
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m
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al
 d

ev
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es
, t
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la
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lli
ng

 s
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ul
d 

be
ar

 
th

e 
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sa
y 

pr
oc

ed
ur

e 
in

cl
ud

in
g 

ca
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ul
at

io
ns
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d 
in
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re
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n 

of
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lts
.  

[1
6,
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P
rin

ci
pl

e 
of

 
th

e 
m

et
ho

d 
 

Th
is

 s
ha

ll 
in

cl
ud

e 
th

e 
pr

in
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pl
e 

of
 th

e 
m
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d 
…

  
[1

1,
 §

5.
13

] 

A
 d

et
ai

le
d 

de
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rip
tio

n 
of

 
th

e 
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oc
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ur
e 

to
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e 
fo

llo
w

ed
 s
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ul

d 
in
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e 
th

e 
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in
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pl
e 

of
 th

e 
m

et
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d,
 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

In
di

ca
te

 a
 b

rie
f s

um
m

ar
y 

an
d 

ex
pl

an
at

io
n 

of
 th

e 
te

st
 a

nd
 h

ow
 it

 w
or

ks
, …

 
[4

, §
3.

2.
4]

 

Th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

m
us

t i
nc

lu
de

, 
as

 a
pp
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pr

ia
te

, t
he

 
pr

in
ci

pl
e 

of
 th

e 
m

et
ho

d,
  

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

P
rin

ci
pl

e 
of

 th
e 

m
et

ho
d 

an
d 

m
ec

ha
ni

sm
 s

ha
ll 

br
ie

fly
 b

e 
do

cu
m

en
te

d 
on

 D
O

C
I a

nd
 d

et
ai

ls
 

on
 D

O
C

M
 if

 
ne

ce
ss

ar
y.

 

Th
e 

la
be

lli
ng

 m
us

t 
in

di
ca

te
: T

he
 

ch
em

ic
al

, p
hy

si
ca

l, 
ph

ys
io

lo
gi

ca
l, 

or
 

bi
ol

og
ic

al
 p

rin
ci

pl
es

 o
f 

th
e 

pr
oc

ed
ur

e.
 

E
xp

la
in

 c
on

ci
se

ly
, 

w
ith

 c
he

m
ic

al
 

re
ac

tio
ns

 a
nd

 
te

ch
ni

qu
es

 in
vo

lv
ed

, i
f 

ap
pl

ic
ab

le
. 

[3
1,

 S
ec

. 
80

9.
10

(b
)(4

)] 

Fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, t

he
 

la
be

lli
ng

 s
ho

ul
d 

be
ar

 
th

e 
sc

ie
nt

ifi
c 

te
st

 
pr

in
ci

pl
e.

 [1
6,
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5.

2]
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4 

O
pe

ra
tin

g 
pr

oc
ed

ur
e 

…
 a

s 
w

el
l a

s 
al

l 
ph

as
es

 o
f t

he
 

op
er

at
io

n 
fro

m
 s

ta
rt-

up
 

to
 re

ad
in

g 
of

 re
su

lt(
s)

. 
[1

1,
 §

5.
13

] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

a 
de

ta
ile

d 
de

sc
rip

tio
n 

of
 th

e 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 

in
 u

si
ng

 th
e 

IV
D

; 
[1

, A
pp

en
di

x 
B.

8.
8 

o)
] 

Fo
r t

he
 te

st
 m

et
ho

d:
 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

pr
ov

id
e 

co
m

pl
et

e 
in

fo
rm

at
io

n 
re

le
va

nt
 to

 th
e 

sa
fe

 a
nd

 e
ffe

ct
iv

e 
us

e 
of

 
th

e 
IV

D
D

.  
[4

, §
3.

2.
5.

4 
(a

)] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

m
ea

su
re

m
en

t 
pr

oc
ed

ur
e 

to
 b

e 
fo

llo
w

ed
 

w
ith

 th
e 

de
vi

ce
 in

cl
ud

in
g 

as
 a

pp
ro

pr
ia

te
:  

[8
, A

nn
ex

 I.
B.

8.
7 

(h
)] 

In
st

al
la

tio
n,

 
as

se
m

bl
in

g 
an

d 
op

er
at

io
n 

pr
oc

ed
ur

es
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al

l b
e 

pr
ov

id
ed

 o
n 

D
O

C
I. 
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m
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t l
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el

lin
g 
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al

l i
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O

pe
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tin
g 

in
st

ru
ct
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ns

. 
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. 
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9.

10
(b

)(6
)(v

)] 
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Li
m
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tio
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 o

f 
th

e 
m

et
ho

d 
N

A
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at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n 
th

e 
sa

fe
 

di
sp

os
al

 o
f w

as
te

 
m

at
er

ia
ls

 (e
.g

. 
co

ns
um

ab
le

s,
 u

se
d 

re
ag

en
ts

 o
r r

ea
ge

nt
 

pr
od

uc
ts

 in
cl

ud
in

g 
th

os
e 

m
ix

ed
 w

ith
 

sp
ec

im
en

s,
 

in
st

ru
m

en
ts

 o
r 

co
m

po
ne

nt
s 

th
er

eo
f).

 
[1

1,
 §

5.
19

] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

in
fo

rm
at

io
n 

ab
ou

t 
sa

fe
 w

as
te

 d
is

po
sa

l; 
[1

, A
pp

en
di

x 
B.

8.
8 

h)
] 

In
di

ca
te

 a
pp

ro
pr

ia
te

 
de

co
nt

am
in

at
io

n 
an

d 
di

sp
os

al
 p

ro
ce

du
re

s 
of

 
us

ed
 o

r e
xp

ire
d 

ki
ts

 
an

d/
or

 re
ag

en
ts

. D
is

po
sa

l 
of

 a
ll 

sp
ec

im
en

s 
an

d 
ki

t 
co

m
po

ne
nt

s 
m

us
t c

om
pl

y 
w

ith
 a

ll 
ap

pl
ic

ab
le

 w
as

te
 

di
sp

os
al

 re
qu

ire
m

en
ts

. 

N
O

TE
 

D
ec

on
ta

m
in

at
io

n 
an

d 
di

sp
os

al
 in

fo
rm

at
io

n 
m

ay
 a

ls
o 

be
 p

ro
vi

de
d 

in
 

th
e 

“W
ar

ni
ng

s 
an

d 
pr

ec
au

tio
ns

” S
ec

. o
f t

he
 

pa
ck

ag
e 

in
se

rt.
 

[4
, §

3.
2.

5.
9]

 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

in
fo

rm
at

io
n 

ab
ou

t 
sa

fe
 w

as
te

 d
is

po
sa

l; 
 

[8
, A

nn
ex

 I.
B.

8.
7 

(n
)] 

 
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 w
he

re
 a

pp
lic

ab
le

 
pr

ec
au

tio
ns

 to
 b

e 
ta

ke
n 

ag
ai

ns
t a

ny
 

sp
ec

ia
l, 

un
us

ua
l r

is
ks

 
re

la
te

d 
to

 th
e 

di
sp

os
al

 
of

 th
e 

de
vi

ce
. 

[1
6,

 §
5.

2]
 

23
6 

S
in

gl
e-

us
e 

de
vi

ce
s 

N
A

 
 

 
 

Fo
r s

in
gl

e-
us

e 
in

st
ru

m
en

ts
, “

N
O

 
R

E
U

S
E

” s
ha

ll 
be

 
st

at
ed

 o
n 

th
e 

D
O

C
I. 

 
Th

e 
la

be
llin

g 
sh

ou
ld

 
be

ar
 a

n 
in

di
ca

tio
n,

 
w

he
re

 a
pp

lic
ab

le
, t

ha
t 

th
e 

de
vi

ce
 h

as
 b

ee
n 

sp
ec

ifi
ed

 b
y 

th
e 

m
an

uf
ac

tu
re

r f
or

 
si

ng
le

 u
se

 o
nl

y.
 

[1
6,

 §
5.

2]
 

23
7 

M
ai

nt
en

an
ce

 
In

fo
rm

at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n:
 

⎯
 

pr
ev

en
tiv

e 
m

ai
nt

en
an

ce
 

(n
at

ur
e 

an
d 

fre
qu

en
cy

); 

[1
1,

 §
5.

20
] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

de
ta

ils
 o

f t
he

 
na

tu
re

 a
nd

 fr
eq

ue
nc

y 
of

 
th

e 
m

ai
nt

en
an

ce
 n

ee
de

d 
to

 e
ns

ur
e 

th
at

 th
e 

IV
D

 
op

er
at

es
 p

ro
pe

rly
 a

nd
 

sa
fe

ly
; 

[1
, A

pp
en

di
x 

B.
8.

8 
g)

] 

 
In

st
ru

ct
io

ns
 fo

r u
se

 m
us

t 
co

nt
ai

n 
de

ta
ils

 o
f t

he
 

na
tu

re
 a

nd
 fr

eq
ue

nc
y 

of
 

th
e 

m
ai

nt
en

an
ce

.  
[8

, A
nn

ex
 I.

B.
8.

7 
(n

)] 

In
fo

rm
at

io
n 

fo
r 

pe
rio

di
ca

l c
he

ck
 

po
in

ts
 a

nd
 

m
ai

nt
en

an
ce

s 
by

 th
e 

us
er

, i
nc

lu
di

ng
 c

he
ck

 
lis

t a
nd

 c
he

ck
in

g 
pr

oc
ed

ur
es

 w
ith

 
pr

ec
au

tio
ns

, 
fre

qu
en

ci
es

, a
nd

 
ne

ce
ss

ar
y 

to
ol

s,
 b

ut
 

no
t l

im
ite

d 
to

 it
em

s 
m

ai
nt

ai
ne

d 
by

 

In
st

ru
m

en
t l

ab
el

lin
g 

sh
al

l i
nc

lu
de

: 

S
er

vi
ce

 a
nd

 
m

ai
nt

en
an

ce
 

in
fo

rm
at

io
n.

 
[3

1,
 S

ec
. 

80
9.

10
(b

)(6
)(i

x)
] 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 d
et

ai
ls

 o
f t

he
 

na
tu

re
, a

nd
 fr

eq
ue

nc
y 

of
 p

re
ve

nt
at

iv
e 

an
d 

re
gu

la
r m

ai
nt

en
an

ce
, 

[1
6,

 §
5.

2]
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C
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d 
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C
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ad

a 
Eu
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pe

an
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ni
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Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

pr
of

es
si

on
al

s 
sh

al
l b

e 
st

at
ed

 c
le

ar
ly

 
di

st
in

gu
is

he
d 

fro
m

 
th

os
e 

ca
rri

ed
 o

ut
 b

y 
us

er
s.

 

23
8 

C
le

an
in

g 
in

st
ru

ct
io

ns
 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n:

 

⎯
 

cl
ea

ni
ng

 
in

st
ru

ct
io

ns
; 

[1
1,

 §
5.

20
] 

 
 

If 
th

e 
de

vi
ce

 is
 re

us
ab

le
, 

th
e 

in
st

ru
ct

io
ns

 fo
r u

se
 

m
us

t c
on

ta
in

 in
fo

rm
at

io
n 

on
 th

e 
ap

pr
op

ria
te

 
pr

oc
es

se
s 

to
 a

llo
w

 re
us

e,
 

in
cl

ud
in

g 
cl

ea
ni

ng
, …

 a
nd

 
an

y 
re

st
ric

tio
n 

on
 th

e 
nu

m
be

r o
f r

eu
se

s;
  

[8
, A

nn
ex

 I.
B.

8.
7 

(q
)] 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n 

D
O

C
M

. 
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 w
he

re
 a

pp
lic

ab
le

 
in

fo
rm

at
io

n 
on

 th
e 

ap
pr

op
ria

te
 p

ro
ce

ss
es

 
to

 a
llo

w
 re

us
e,

 
in

cl
ud

in
g 

cl
ea

ni
ng

, …
 

an
d 

an
y 

re
st

ric
tio

n 
on

 
th

e 
nu

m
be

r o
f r

eu
se

s.
  

23
9 

S
te

ril
iz

at
io

n,
 

de
co

nt
am

in
a-

tio
n 

or
 

di
si

nf
ec

tio
n 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n:

 

⎯
 

st
er

ili
za

tio
n,

 
de

co
nt

am
in

at
io

n 
or

 d
is

in
fe

ct
io

n;
 

[1
1,

 §
5.

20
] 

If 
th

e 
IV

D
 is

 re
us

ab
le

, t
he

 
in

st
ru

ct
io

ns
 fo

r u
se

 m
us

t 
co

nt
ai

n 
in

fo
rm

at
io

n 
on

 th
e 

ap
pr

op
ria

te
 p

ro
ce

ss
es

 to
 

al
lo

w
 re

us
e,

 in
cl

ud
in

g 
cl

ea
ni

ng
, d

is
in

fe
ct

io
n,

 
pa

ck
ag

in
g 

an
d 

re
-

st
er

ili
za

tio
n 

or
 

de
co

nt
am

in
at

io
n,

 a
nd

 a
ny

 
re

st
ric

tio
n 

on
 th

e 
nu

m
be

r 
of

 re
us

es
 

[1
, A

pp
en

di
x 

B.
8.

8 
l)]

 

 
If 

th
e 

de
vi

ce
 is

 re
us

ab
le

, 
th

e 
in

st
ru

ct
io

ns
 fo

r u
se

 
m

us
t c

on
ta

in
 in

fo
rm

at
io

n 
on

 th
e 

ap
pr

op
ria

te
 

pr
oc

es
se

s 
to

 a
llo

w
 re

us
e,

 
in

cl
ud

in
g 

di
si

nf
ec

tio
n,

 
an

d,
 d

es
ta

bi
liz

at
io

n 
or

 
de

co
nt

am
in

at
io

n,
 a

nd
 a

ny
 

re
st

ric
tio

n 
on

 th
e 

nu
m

be
r 

of
 re

us
es

;  
[8

, A
nn

ex
 I.

B.
8.

7 
(q

)]  

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

th
e 

de
ta

ils
 o

f 
ap

pr
op

ria
te

 m
et

ho
ds

 o
f 

de
st

ab
ili

za
tio

n 
or

 
de

co
nt

am
in

at
io

n;
  

[8
, A

nn
ex

 I.
B.

8.
7 

(p
)] 

In
fo

rm
at

io
n 

on
 

cl
ea

ni
ng

 o
r 

de
co

nt
am

in
at

io
n 

pr
oc

ed
ur

es
, i

nc
lu

di
ng

 
pr

oh
ib

ite
d 

pr
oc

ed
ur

e,
 

sh
al

l b
e 

gi
ve

n 
on

 
D

O
C

M
. 

 
Th

e 
la

be
llin

g 
sh

ou
ld

 
be

ar
 w

he
re

 a
pp

lic
ab

le
 

in
fo

rm
at

io
n 

on
 th

e 
ap

pr
op

ria
te

 p
ro

ce
ss

es
 

to
 a

llo
w

 re
us

e,
 

in
cl

ud
in

g 
di

si
nf

ec
tio

n,
 

pa
ck

ag
in

g 
an

d,
 w

he
re

 
ap

pr
op

ria
te

, t
he

 
m

et
ho

d 
of

 re
-

st
er

iliz
at

io
n 

an
d 

an
y 

re
st

ric
tio

n 
on

 th
e 

nu
m

be
r o

f r
eu

se
s.

 

W
he

re
 a

 d
ev

ic
e 

is
 

su
pp

lie
d 

w
ith

 th
e 

in
te

nt
io

n 
th

at
 it

 is
 

st
er

ili
ze

d 
be

fo
re

 u
se

, 
th

e 
in

st
ru

ct
io

ns
 fo

r 
cl

ea
ni

ng
 a

nd
 

st
er

iliz
at

io
n 

sh
ou

ld
 b

e 
su

ch
 th

at
, i

f c
or

re
ct

ly
 

fo
llo

w
ed

, t
he

 d
ev

ic
e 

w
ill

 s
til

l c
om

pl
y 

w
ith

 
th

e 
Es

se
nt

ia
l 

P
rin

ci
pl

es
 o

f S
af

et
y 

an
d 

P
er

fo
rm

an
ce

 o
f 

M
ed

ic
al

 D
ev

ic
es

.  
[1

6,
 §

5.
2]
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# 
Su

bj
ec

t 
C

EN
 S

ta
nd

ar
d 

Au
st
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lia

 
C

an
ad

a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

24
0 

C
om

po
ne

nt
s 

lis
t, 

in
cl

ud
in

g 
re

le
va

nt
 

w
or

ki
ng

 
m

at
er

ia
ls

, 
to

ol
s 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n:

 

⎯
 

co
m

po
ne

nt
s 

lis
t, 

in
cl

ud
in

g 
re

le
va

nt
 

w
or

ki
ng

 m
at

er
ia

ls
, 

to
ol

s;
 

[1
1,

 §
5.

20
] 

 
 

 
 

 
 

24
1 

C
on

su
m

ab
le

s 
In

fo
rm

at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n:
 

⎯
 

co
ns

um
ab

le
s;

 

[1
1,

 §
5.

20
] 

 
 

 
⎯

 
re

pl
ac

in
g 

fre
qu

en
cy

 o
f 

co
ns

um
ab

le
s 

an
d 

pa
rts

 a
nd

 
th

ei
r p

ro
ce

du
re

s.
 

 
 

24
2 

S
er

vi
ci

ng
 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n:

 

⎯
 

se
rv

ic
in

g;
 

[1
1,

 §
5.

20
] 

 
 

 
 

In
st

ru
m

en
t l

ab
el

lin
g 

sh
al

l i
nc

lu
de

: 

S
er

vi
ce

 a
nd

 
m

ai
nt

en
an

ce
 

in
fo

rm
at

io
n.

 
[3

1,
 S

ec
. 

80
9.

10
(b

)(6
)(i

x)
] 

 

24
3 

S
pa

re
 p

ar
ts

 
In

fo
rm

at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n:
 

⎯
 

lis
t o

f 
re

co
m

m
en

de
d 

sp
ar

e 
pa

rts
. 

[1
1,

 §
5.

20
] 

 
 

 
 

 
 

24
4 

Tr
ou

bl
e-

sh
oo

tin
g 

er
ro

r 
m

es
sa

ge
s 

 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n:

 

a)
 

m
es

sa
ge

s,
 e

rro
r 

si
gn

al
s;

 

b)
 

es
ta

bl
is

hi
ng

 
ca

us
e(

s)
 o

f 
er

ro
r(s

); 

c)
 

co
rre

ct
io

n 
an

d 
el

im
in

at
io

n 
of

 
er

ro
r b

y 
th

e 
us

er
; 

[1
1,

 §
5.

21
] 

 
 

 
In

fo
rm

at
io

n 
sh

al
l b

e 
pr

ov
id

ed
 o

n 
th

e 
D

O
C

M
 o

f t
he

 

a)
 

ch
ec

kp
oi

nt
s 

an
d 

pr
oc

ed
ur

es
 fo

r 
sa

fe
ty

 u
se

 a
fte

r 
fix

in
g 

a 
pr

ob
le

m
, 

b)
 

pr
oc

ed
ur

es
 to

 
de

te
rm

in
e 

ca
us

es
 o

f 
m

al
fu

nc
tio

n 
an

d 

c)
 

in
fo

rm
at

io
n 

fo
r 

re
pa

irs
. 
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ta
nd
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d 
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C
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a 
Eu

ro
pe

an
 U

ni
on

 
Ja

pa
n 

20
03

a  
U

ni
te

d 
St

at
es

 
G

H
TF

 

24
5 

S
er

vi
ce

 c
al

ls
 

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n:

 

⎯
 

er
ro

rs
 

ne
ce

ss
ita

tin
g 

se
rv

ic
e 

ca
lls

; 

[1
1,

 §
5.

21
] 

 
 

 
In

fo
rm

at
io

n 
on

 a
fte

r-
se

rv
ic

e 
an

d 
se

rv
ic

e 
ca

ll 
sh

al
l b

e 
pr

ov
id

ed
 

on
 D

O
C

M
. 

 
 

24
6 

Tr
ou

bl
e-

sh
oo

tin
g 

pe
rfo

rm
an

ce
 

ch
an

ge
  

In
fo

rm
at

io
n 

sh
al

l b
e 

pr
ov

id
ed

 o
n:

 

⎯
 

m
ea

su
re

s 
to

 b
e 

ta
ke

n 
in

 th
e 

ev
en

t 
of

 a
 c

ha
ng

e 
of

 th
e 

an
al

yt
ic

al
 

pe
rfo

rm
an

ce
 o

f 
th

e 
IV

D
 

in
st

ru
m

en
t. 

[1
1,

 §
5.

21
] 

In
st

ru
ct

io
ns

 fo
r u

se
 m

us
t 

co
nt

ai
n 

m
ea

su
re

s 
to

 b
e 

ta
ke

n 
in

 th
e 

ev
en

t o
f 

ch
an

ge
s 

in
 th

e 
an

al
yt

ic
al

 
pe

rfo
rm

an
ce

 o
f t

he
 IV

D
; 

[1
, A

pp
en

di
x 

B.
8.

8 
o)

] 

 
In

st
ru

ct
io

ns
 fo

r u
se

 m
us

t 
co

nt
ai

n 
th

e 
m

ea
su

re
s 

to
 

be
 ta

ke
n 

in
 th

e 
ev

en
t o

f 
ch

an
ge

s 
in

 th
e 

an
al

yt
ic

al
 

pe
rfo

rm
an

ce
 o

f t
he

 
de

vi
ce

;  
[8

, A
nn

ex
 I.

B.
8.

7 
(j)

] 

 
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 p
re

ca
ut

io
ns

 to
 

be
 ta

ke
n 

in
 th

e 
ev

en
t 

of
 c

ha
ng

es
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l b
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m
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of

 th
e 

m
an
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r; 
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e 
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m
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e 
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m
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e 
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en
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B

e 
U
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d 
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d 

In
ve
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at
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O
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an
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de
 c
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he
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E
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Fr
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 c
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ve

ys
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m
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e)
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 th

e 
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n 
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D

D
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he
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m
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ts
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 p
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fo
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t b
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 d
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re
nd

em
en

t d
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 p
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 c
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t b
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w
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 p
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;  
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.B

.8
.4
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 d
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r t
ra
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⎯
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he
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r d
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no
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n 
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dr

es
s 
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an

, t
he
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m
e 

an
d 

co
un

try
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f 
ad
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s 
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 th
e 

sp
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r a

nd
 th

e 
na

m
e 

an
d 

ad
dr

es
s 
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 th

e 
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m
es
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al
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 c
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er
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m
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al
 n
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e 
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en
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ng
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m
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ls
 

P
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am
et

er
s 

fo
r 

de
te

rm
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in
g 

st
or

ag
e 

an
d 

ex
pi

ry
, e

tc
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he
re

 
ne
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ss

ar
y 

N
am

e 
un

de
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r a

 p
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ei
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d 
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 d
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er
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g 
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io
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o 
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ll 
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m

m
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 m
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g 
(fo
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m
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r u
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ci
m

en
s 
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m
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s 
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m
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e 
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ss
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 o
r 

pr
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es
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ch
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in

 c
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r 
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ed
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s 
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ef
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), 
al

l l
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el
lin

g 
be

ar
s 
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e 

st
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en

t, 
pr
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in

en
tly

 p
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d:

 
“F

or
 In

ve
st

ig
at

io
na

l 
U

se
 O

nl
y.

 T
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pe

rfo
rm

an
ce

 
ch
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te
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s 

of
 th
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od

uc
t h
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e 

no
t 

be
en

 e
st

ab
lis

he
d.

” 
[3

1,
 S

ec
. 

80
9.

10
(c

)(2
)(i

i)]
 

FD
A
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 p
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si
ng
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at
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e 
“F

or
 IV

D
 

P
er

fo
rm

an
ce

 
E

va
lu

at
io

n 
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ly
” 
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m
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l m
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 b

e 
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ed
 

in
 p
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f t
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t, 
“F
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In
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ig

at
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na
l U
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O
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y 
…
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.” 
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 re
se
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ph
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e 
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en
t, 
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d 
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t 

re
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es
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te
d 
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 a

n 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 a
n 

in
di

ca
tio

n,
 

w
he

re
 a

pp
lic

ab
le

, t
ha

t 
th

e 
de

vi
ce

 is
 in

te
nd

ed
 

fo
r p

re
m

ar
ke

t c
lin

ic
al

 
in

ve
st

ig
at

io
n 

or
, f

or
 in

 
vi

tro
 d

ia
gn

os
tic

 
m

ed
ic

al
 d

ev
ic

es
, 

pe
rfo

rm
an

ce
 

ev
al

ua
tio

n 
on

ly
. [

16
, 

§5
.2

] 
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al
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 /o

r 
pe
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r t
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g 
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 th
e 

m
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t 
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[5
, P

ar
t 3

, S
ec

. 8
6]

 

th
e 

pr
od

uc
t i

s 
ex

pe
ct

ed
 to

 b
e 

m
ar

ke
te

d.
 

N
o 

ex
pe

ct
ed

 
in

di
ca

tio
ns

, o
r 

pe
rfo

rm
an

ce
 (T

hi
s 

do
es

 n
ot

 m
ea

n 
th

at
 

pe
rfo

rm
an

ce
 

ch
ar

ac
te

ris
tic

s 
ha

ve
 

no
t b

ee
n 

es
ta

bl
is

he
d,

 
bu

t t
ha

t t
he

 c
lin

ic
al

 
tri

al
 b

e 
co

nd
uc

te
d 

w
ith

ou
t p

re
co

nc
ep

tio
n 

be
fo

re
 th

e 
tri

al
 is

 
co

m
pl

et
ed

.) 

N
o 

ex
pe

ct
ed

 
ad

m
in

is
tra

tio
n 

an
d 

do
sa

ge
 

ef
fe

ct
iv

e 
in

 v
itr

o 
di

ag
no

st
ic

 p
ro

du
ct

, a
ll 

la
be

lli
ng

 b
ea

rs
 th

e 
st

at
em

en
t, 

pr
om

in
en

tly
 p

la
ce

d:
 

“F
or

 R
es

ea
rc

h 
U

se
 

O
nl

y.
 N

ot
 fo

r u
se

 in
 

di
ag

no
st

ic
 

pr
oc

ed
ur

es
.” 

[3
1,

 S
ec

. 
80

9.
10

(c
)(2

)(i
)] 

IV
D

s 
su

bj
ec

t t
o 

ot
he

r 
la

be
lli

ng
 re

qu
ire

m
en

ts
 

re
ga

rd
in

g 
th

ei
r 

in
ve

st
ig

at
io

na
l o

r 
re

se
ar

ch
 s

ta
tu

s 
m

us
t 

co
nt

in
ue

 to
 b

ea
r t

he
 

re
qu

ire
d 

te
xt

ua
l 

st
at

em
en

ts
 a

nd
 

sh
ou

ld
 n

ot
 b

ea
r t

hi
s 

sy
m

bo
l. 

[3
9]
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3 

P
re

se
nt

at
io

n/
de

m
on

st
ra

tio
n 

de
vi

ce
s 

N
A

 
 

 
 

 
 

Th
e 

la
be

llin
g 

sh
ou

ld
 

be
ar

 a
n 

in
di

ca
tio

n,
 

w
he

re
 a

pp
lic

ab
le

, t
ha

t 
th

e 
de

vi
ce

 is
 in

te
nd

ed
 

on
ly

 fo
r p

re
se

nt
at

io
n 

or
 d

em
on

st
ra

tio
n 

pu
rp

os
es

. [
16

, §
5.

2]
 

26
4 

C
us

to
m

-m
ad

e 
de

vi
ce

s 
N

A
 

 
 

 
 

 
Th

e 
la

be
llin

g 
sh

ou
ld

 
be

ar
 a

n 
in

di
ca

tio
n,

 
w

he
re

 a
pp

lic
ab

le
, t

ha
t 

th
at

 th
e 

de
vi

ce
 is

 fo
r 

us
e 

by
 a

 s
in

gl
e 

in
di

vi
du

al
 a

nd
 h

as
 

be
en

 m
an

uf
ac

tu
re

d 
ac

co
rd

in
g 

to
 a

 w
rit

te
n 

pr
es

cr
ip

tio
n 

or
 p

at
te

rn
 

(i.
e.

 it
 is

 c
us

to
m

-
m

ad
e)

. [
16

, §
5.

2]
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5 

A
na
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-
sp

ec
ifi
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re
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N
A

 
 

 
 

 
Th

e 
la

be
lli

ng
 fo

r 
an

al
yt

e-
sp

ec
ifi

c 
re

ag
en

ts
 (e

.g
. 

m
on

oc
lo

na
l 

an
tib

od
ie

s,
 

de
ox

yr
ib

on
uc

le
ic

 a
ci

d 
(D

N
A

) p
ro

be
s,

 v
ira

l 
an

tig
en

s,
 li

ga
nd

s)
 

sh
al

l b
ea

r [
sp

ec
ifi

ed
] 

in
fo

rm
at

io
n:

 
[3

1,
 S

ec
. 8

09
.1

0(
e)

 (1
)]

 

26
6 

G
en

er
al

-
pu

rp
os

e 
re

ag
en

ts
 

N
A

 
 

 
P

ro
du

ct
s 

fo
r g

en
er

al
 

la
bo

ra
to

ry
 u

se
 a

re
 n

ot
 

in
 v

itr
o 

di
ag

no
st

ic
 m

ed
ic

al
 

de
vi

ce
s 

un
le

ss
 s

uc
h 

pr
od

uc
ts

, i
n 

vi
ew

 o
f t

he
ir 

ch
ar

ac
te

ris
tic

s,
 a

re
 

sp
ec

ifi
ca

lly
 in

te
nd

ed
 b

y 
th

ei
r m

an
uf

ac
tu

re
r t

o 
be

 
us

ed
 fo

r i
n 

vi
tro

 d
ia

gn
os

tic
 

ex
am

in
at

io
n;

  
[8

, A
rti

cl
e 

1.
2(

b)
]  

S
ep

ar
at

e 
S

ec
tio

n 
in

 
ph

ar
m

ac
eu

tic
al

 la
w

 
Th

e 
la

be
lli

ng
 o

f 
ge

ne
ra

l-p
ur

po
se

 
la

bo
ra

to
ry

 re
ag

en
ts

 
(e

.g
. h

yd
ro

ch
lo

ric
 

ac
id

) a
nd

 e
qu

ip
m

en
t 

(e
.g

. t
es

t t
ub

es
 a

nd
 

pi
pe

tte
s)

 w
ho

se
 u

se
s 

ar
e 

ge
ne

ra
lly

 k
no

w
n 

by
 p

er
so

ns
 tr

ai
ne

d 
in

 
th

ei
r u

se
 n

ee
d 

no
t 

be
ar

 th
e 

di
re

ct
io

ns
 fo

r 
us

e 
re

qu
ire

d 
by

 S
ec

. 
80

9.
10

(a
) a

nd
 (b

), 
if 

th
ei

r l
ab

el
lin

g 
m

ee
ts

 
th

e 
re

qu
ire

m
en

ts
 o

f 
th

is
 p

ar
ag

ra
ph

.  
[3

1,
 S

ec
. 8

09
.1

0(
d)

] 
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ra

to
ry
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ui
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en
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N
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P

ro
du

ct
s 
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r g

en
er

al
 

la
bo

ra
to

ry
 u

se
 a

re
 n

ot
 in

 
vi

tro
 d

ia
gn

os
tic

 m
ed

ic
al

 
de

vi
ce

s 
un

le
ss

 s
uc

h 
pr

od
uc

ts
, i

n 
vi

ew
 o

f t
he

ir 
ch

ar
ac

te
ris

tic
s,

 a
re

 
sp

ec
ifi

ca
lly

 in
te

nd
ed

 b
y 

th
ei

r m
an

uf
ac

tu
re

r t
o 

be
 

us
ed

 fo
r i

n 
vi

tro
 d

ia
gn

os
tic

 
ex

am
in

at
io

n;
  

[8
, A

rti
cl

e 
1.

2(
b)

] 

 
Th
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lli

ng
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f 
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en
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e.
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 te
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s 
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pi
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tte
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w
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e 
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ra
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w
n 
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on
s 
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th

ei
r u
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 n
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d 
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t 
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ar
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e 
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e 
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r l
ab
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lin
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m
en

ts
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f 
th
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 p
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ag

ra
ph
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N
O

TE
 1

 
Th

e 
re

qu
ire

m
en

t f
or

 d
ec

la
ra

tio
n 

of
 th

e 
na

m
e 

of
 th

e 
m

an
uf

ac
tu

re
r, 

pa
ck

er
, o

r d
is

tri
bu

to
r s

ha
ll 

be
 d

ee
m

ed
 to

 b
e 

sa
tis

fie
d,

 in
 th

e 
ca

se
 o

f a
 c

or
po

ra
tio

n,
 o

nl
y 

by
 th

e 
ac

tu
al

 c
or

po
ra

te
 n

am
e 

w
hi

ch
 

m
ay

 b
e 

pr
ec

ed
ed

 o
r 

fo
llo

w
ed

 b
y 

th
e 

na
m

e 
of

 t
he

 p
ar

tic
ul

ar
 d

iv
is

io
n 

of
 t

he
 c

or
po

ra
tio

n.
 A

bb
re

vi
at

io
ns

 f
or

 “
C

om
pa

ny
,” 

“In
co

rp
or

at
ed

,” 
et

c.
, m

ay
 b

e 
us

ed
 a

nd
 “

Th
e”

 m
ay

 b
e 

om
itt

ed
. 

In
 t

he
 c

as
e 

of
 a

n 
in

di
vi

du
al

, p
ar

tn
er

sh
ip

, o
r a

ss
oc

ia
tio

n,
 th

e 
na

m
e 

un
de

r w
hi

ch
 th

e 
bu

si
ne

ss
 is

 c
on

du
ct

ed
 s

ha
ll 

be
 u

se
d.

 [2
9,

 S
ec

t. 
80

1.
1 

(b
)] 

W
he

re
 a

 d
ev

ic
e 

is
 n

ot
 m

an
uf

ac
tu

re
d 

by
 th

e 
pe

rs
on

 w
ho

se
 n

am
e 

ap
pe

ar
s 

on
 th

e 
la

be
l, 

th
e 

na
m

e 
sh

al
l b

e 
qu

al
ifi

ed
 b

y 
a 

ph
ra

se
 th

at
 r

ev
ea

ls
 th

e 
co

nn
ec

tio
n 

su
ch

 p
er

so
n 

ha
s 

w
ith

 s
uc

h 
de

vi
ce

; s
uc

h 
as

, 
“M

an
uf

ac
tu

re
d 

fo
r -

---
---

---
”, 

“D
is

tri
bu

te
d 

by
 --

---
---

--”
, o

r a
ny

 o
th

er
 w

or
di

ng
 th

at
 e

xp
re

ss
es

 th
e 

fa
ct

s.
 [2

9,
 S

ec
t. 

80
1.

1 
(c

)] 

N
O

TE
 2

 
Th

e 
te

rm
 “

ac
co

m
pa

ny
in

g֊”
 is

 in
te

rp
re

te
d 

lib
er

al
ly

 to
 m

ea
n 

m
or

e 
th

an
 p

hy
si

ca
l a

ss
oc

ia
tio

n 
w

ith
 th

e 
pr

od
uc

t. 
It 

ex
te

nd
s 

to
 p

os
te

rs
, t

ag
s,

 p
am

ph
le

ts
, c

irc
ul

ar
s,

 b
oo

kl
et

s,
 b

ro
ch

ur
es

, i
ns

tru
ct

io
n 

bo
ok

s,
 d

ire
ct

io
n 

sh
ee

ts
, f

ille
rs

, e
tc

. “
A

cc
om

pa
ny

in
g”

 a
ls

o 
in

cl
ud

es
 la

be
llin

g 
th

at
 is

 b
ro

ug
ht

 to
ge

th
er

 w
ith

 th
e 

de
vi

ce
 a

fte
r s

hi
pm

en
t o

r d
el

iv
er

y 
fo

r s
hi

pm
en

t i
n 

in
te

rs
ta

te
 c

om
m

er
ce

. [
36

, S
ec

. 2
01

(m
)] 

N
O
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In

fo
rm

at
io

n 
re

qu
ire

d 
by

 th
e 

FD
C

A
 to

 a
pp

ea
r o

n 
th

e 
la

be
l o

r l
ab

el
lin

g 
w

ill 
be

 d
ee

m
ed

 to
 la

ck
 th

e 
re

qu
is

ite
 p

ro
m

in
en

ce
 if

: 1
) t

he
 in

fo
rm

at
io

n 
do

es
 n

ot
 a

pp
ea

r o
n 

th
e 

pa
rt 

of
 th

e 
la

be
l p

re
se

nt
ed

 o
r 

di
sp

la
ye

d 
un

de
r 

cu
st

om
ar

y 
co

nd
iti

on
s 

of
 p

ur
ch

as
e;

 2
) t

he
 la

be
l d

oe
s 

no
t e

xt
en

d 
ov

er
 th

e 
ar

ea
 o

f t
he

 c
on

ta
in

er
 o

r 
pa

ck
ag

e 
av

ai
la

bl
e 

so
 a

s 
to

 p
ro

vi
de

 s
uf

fic
ie

nt
 la

be
l s

pa
ce

 fo
r 

th
e 

pr
om

in
en

t p
la

ci
ng

 o
f 

su
ch

 in
fo

rm
at

io
n;

 3
) 

th
e 

la
be

l d
oe

s 
no

t 
pr

ov
id

e 
en

ou
gh

 s
pa

ce
 f

or
 s

uc
h 

in
fo

rm
at

io
n 

be
ca

us
e 

of
 t

he
 u

se
 o

f 
la

be
l s

pa
ce

 f
or

 in
fo

rm
at

io
n 

no
t 

re
qu

ire
d 

by
 o

r 
un

de
r 

th
e 

au
th

or
ity

 o
f 

th
e 

FD
C

A;
 o

r 
4)

 t
he

 
in

fo
rm

at
io

n 
is

 p
re

se
nt

ed
 in

 ty
pe

 th
at

 is
 to

o 
sm

al
l, 

fa
de

s 
in

to
 th

e 
ba

ck
gr

ou
nd

, i
s 

ob
sc

ur
ed

, o
r c

ro
w

de
d 

w
ith

 o
th

er
 g

ra
ph

ic
 m

at
te

r. 
[3

7]
 

N
O

TE
 4

 
Th

e 
fo

llo
w

in
g 

in
fo

rm
at

io
n 

sh
ou

ld
 b

e 
in

cl
ud

ed
: N

at
ur

e 
of

 th
e 

in
te

nd
ed

 u
se

 (
e.

g.
 s

cr
ee

ni
ng

, m
on

ito
rin

g,
 d

ia
gn

os
tic

); 
Ty

pe
 o

f t
es

t: 
qu

al
ita

tiv
e 

or
 q

ua
nt

ita
tiv

e;
 T

he
 s

pe
ci

fic
 d

is
or

de
r, 

co
nd

iti
on

, o
r 

ris
k 

fa
ct

or
 o

f i
nt

er
es

t f
or

 w
hi

ch
 th

e 
te

st
 is

 in
te

nd
ed

, i
.e

. t
he

 a
na

ly
te

 to
 b

e 
m

ea
su

re
d;

 D
es

cr
ip

tio
n 

of
 th

e 
pa

tie
nt

 p
op

ul
at

io
n 

th
e 

IV
D

D
 is

 to
 b

e 
us

ed
 in

; I
nd

ic
at

e 
if 

th
e 

de
vi

ce
 is

 fo
r u

se
 in

 c
lin

ic
al

 la
bo

ra
to

rie
s,

 
al

te
rn

at
iv

e 
ca

re
 s

ite
s,

 o
r h

om
e 

us
e;

 T
yp

e 
of

 s
pe

ci
m

en
(s

) r
eq

ui
re

d 
(e

.g
. s

er
um

, p
la

sm
a,

 e
tc

.);
 In

di
ca

te
 if

 th
e 

IV
D

D
 m

us
t b

e 
us

ed
 in

 c
om

bi
na

tio
n 

w
ith

 o
r i

ns
ta

lle
d 

w
ith

 o
r c

on
ne

ct
ed

 to
 o

th
er

 m
ed

ic
al

 d
ev

ic
es

 
or

 e
qu

ip
m

en
t; 

S
pe

ci
fic

 c
on

tra
-in

di
ca

tio
ns

 fo
r u

se
. [

4,
 §

3.
2.

3]
 

N
O

TE
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Fo

r 
IV

D
D

s 
co

nt
ai

ni
ng

 p
ot

en
tia

lly
 in

fe
ct

io
us

 a
ge

nt
s,

 in
di

ca
te

 w
he

th
er

 a
ny

 a
nt

ig
en

s 
an

d/
or

 c
on

tro
l s

er
a 

ha
ve

 b
ee

n 
in

ac
tiv

at
ed

 a
nd

 p
ro

vi
de

 a
 c

om
pl

et
e 

de
sc

rip
tio

n 
of

 w
ha

t 
te

st
s 

ha
ve

 b
ee

n 
pe

rfo
rm

ed
 o

n 
po

si
tiv

e 
an

d 
ne

ga
tiv

e 
co

nt
ro

ls
, a

nd
 re

su
lts

 o
bt

ai
ne

d,
 fo

r H
C

V
, H

BV
, H

TL
V

 a
nd

 H
IV

. I
f t

he
 te

st
in

g 
re

ve
al

ed
 th

e 
pr

es
en

ce
 o

f a
n 

in
fe

ct
io

us
 a

ge
nt

, a
 h

az
ar

d 
st

at
em

en
t s

ho
ul

d 
be

 in
cl

ud
ed

 to
 th

e 
ef

fe
ct

: “
H

A
ZA

R
D

: T
he

 d
ev

ic
e 

m
ay

 tr
an

sm
it 

[in
fe

ct
io

us
 a

ge
nt

] a
nd

 s
ho

ul
d 

be
 h

an
dl

ed
 w

ith
 e

xt
re

m
e 

ca
ut

io
n.

 N
o  

kn
ow

n 
te

st
 m

et
ho

d 
ca

n 
of

fe
r c

om
pl

et
e 

as
su

ra
nc

e 
th

at
 p

ro
du

ct
s 

de
riv

ed
 fr

om
 h

um
an

 b
lo

od
 

w
ill 

no
t t

ra
ns

m
it 

in
fe

ct
io

us
 a

ge
nt

s.
” [

4,
 §

3.
2.

5.
2]
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In

di
ca

te
 th

e 
st

or
ag

e 
co

nd
iti

on
s 

ne
ce

ss
ar

y 
t o

 e
ns

ur
e 

th
e 

st
ab

ilit
y 

of
 th

e 
pr

od
uc

t i
n 

th
e 

un
op

en
ed

 s
ta

t e
 fo

r 
bo

th
 d

ev
ic

e 
an

d 
in

di
vi

du
al

 r
ea

ge
nt

s.
 R

ec
om

m
en

de
d 

st
or

ag
e 

te
m

pe
ra

tu
re

 in
te

rv
al

s 
an

d 
ot

he
r c

on
di

tio
ns

 fo
r s

to
ra

ge
 s

uc
h 

as
 li

gh
t, 

hu
m

id
ity

,  e
tc

. s
ho

ul
d 

be
 s

ta
te

d.
 [4

, §
3.

2.
7]
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In

di
ca

te
 a

ny
 e

ss
en

tia
l c

om
po

ne
nt

s 
an

d/
or

 s
pe

ci
al

 e
qu

ip
m

en
t 

or
 in

st
ru

m
en

ts
 n

ot
 p

ro
vi

de
d.

 I
nc

lu
de

 d
e t

ai
ls

 s
uc

h 
as

 s
iz

es
, 

n u
m

be
rs

, 
ty

pe
s,

 q
ua

lit
y,

 e
tc

. 
E

xa
m

pl
es

 a
re

: 
in

cu
ba

to
rs

, 
pr

ec
is

io
n 

pi
pe

tte
s,

 c
al

ib
ra

te
d 

th
er

m
om

et
er

s,
 a

pp
ro

pr
ia

te
 d

is
in

fe
ct

an
ts

 a
nd

 d
is

in
fe

ct
io

n 
pr

oc
ed

ur
es

, a
pp

ro
pr

ia
te

 re
ac

tio
n 

ve
ss

el
s 

(s
pe

ci
fy

 g
la

ss
, p

ol
ys

ty
re

ne
, p

ol
yp

ro
py

le
ne

), 
et

c.
 F

or
 in

st
ru

m
en

ts
 s

uc
h 

as
 m

ic
ro

pl
at

e 
re

ad
er

s,
 in

di
ca

te
 re

qu
ire

d 
sp

ec
ifi

ca
tio

ns
 s

uc
h 

as
 w

av
el

en
gt

h,
 b

an
d 

w
id

th
, a

bs
or

ba
nc

e,
 p

re
ci

si
on

, f
ilt

er
s,

 e
tc

. [
4,

 §
3.

2.
5.

1(
b)

]  

N
O

TE
 8

 
In

di
ca

te
 th

e 
si

gn
ifi

ca
nc

e 
of

 th
e 

te
st

 r
es

ul
ts

 o
bt

ai
ne

d,
 in

cl
ud

in
g 

in
fo

rm
at

io
n 

as
 t

o 
w

ha
t 

de
gr

ee
 a

 n
eg

at
iv

e 
t e

st
 d

oe
s 

or
 d

oe
s 

no
t 

ex
cl

ud
e 

th
e 

po
ss

ib
ilit

y 
of

 e
xp

os
ur

e 
t o

, o
r 

in
fe

ct
io

n 
w

ith
, t

he
 

or
ga

ni
sm

, e
tc

. A
 p

os
iti

ve
 o

r n
eg

at
iv

e 
re

su
lt 

m
us

t b
e 

cl
ea

rly
 d

ef
in

ed
 w

ith
 c

ut
-o

ff 
le

ve
ls

 w
he

re
 a

pp
ro

pr
ia

te
. I

f t
he

 te
st

 is
 d

es
i g

ne
d 

to
 p

ro
vi

de
 q

ua
lit

at
iv

e 
re

su
lts

, p
ro

vi
de

 a
n 

ex
pl

an
at

io
n 

of
 e

xp
ec

te
d 

re
su

lts
. I

f 
th

e 
te

st
 re

qu
ire

s 
th

e 
in

te
rp

re
ta

tio
n 

of
 “v

is
ua

l” 
re

su
lts

,  e
.g

. c
ol

or
im

et
ric

 re
ac

tio
ns

, i
nc

lu
de

 a
 h

ig
h 

qu
al

ity
 p

ho
to

gr
ap

h 
or

 re
p r

od
uc

tio
n 

of
 re

su
lts

. [
4,

 §
3.

2.
5.

6]
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FD

A
 c

ur
re

nt
ly

 re
qu

ire
s 

th
at

 th
e 

pa
ck

ag
e 

in
se

rts
 o

f a
ll 

de
vi

ce
s 

co
nt

ai
n 

in
fo

rm
at

io
n 

on
 th

e 
qu

al
ity

 c
on

t ro
l m

at
er

ia
ls

 a
pp

ro
pr

ia
te

 fo
r a

 te
st

 s
ys

te
m

. I
n 

ad
di

tio
n 

an
y 

in
te

rn
al

, e
le

c t
ro

ni
c,

 re
ag

en
t, 

or
 

pr
oc

es
s 

co
nt

ro
l w

hi
ch

 is
 a

n 
in

te
gr

al
 c

om
po

ne
nt

 o
f t

he
 d

ev
i c

e 
m

us
t b

e 
cl

ea
rly

 d
es

cr
ib

ed
 a

nd
 th

e 
na

tu
re

 o
f t

he
 in

fo
rm

at
io

n 
pr

ov
id

ed
 b

y 
its

 u
se

 e
xp

la
in

ed
. Q

C
 s

pe
ci

fic
 ru

le
s 

in
cl

ud
in

g 
ru

n 
fre

qu
en

ci
es

 to
 b

e 
fo

llo
w

ed
 fo

r a
ss

es
si

ng
 q

ua
lit

y 
ar

e 
le

ft 
to

 th
e 

di
sc

re
tio

n 
o f

 th
e 

in
di

vi
du

al
 la

bo
ra

to
ry

. [
42

] 

N
O

TE
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0 
P

er
fo

rm
an

ce
 c

ha
ra

ct
er

is
tic

s 
su

ch
 a

s 
se

ns
iti

vi
ty

, s
pe

ci
fic

ity
, 

pr
ed

ic
tiv

e 
va

lu
es

, 
re

pr
od

uc
ib

ilit
y,

 r
ep

ea
ta

bi
lit

y,
 s

ta
bi

lit
y,

 li
m

its
 o

f 
de

te
ct

io
n 

an
d 

m
ea

su
re

m
en

t 
ra

ng
e,

 e
ar

lie
st

 c
li n

ic
al

 d
et

ec
tio

n 
in

 
co

m
pa

ris
on

 w
ith

 te
st

s 
of

 re
fe

re
nc

e,
 e

tc
., 

ar
e 

re
qu

ire
d.

 In
di

ca
te

 9
5 

%
 c

on
fid

en
ce

 in
te

rv
al

s 
w

he
re

 a
pp

ro
pr

ia
te

. [
4,

 §
3.

2.
6 ]

 

N
O

TE
 1

1 
In

cl
ud

e 
pe

rfo
rm

an
ce

 c
ha

ra
ct

er
is

tic
s/

sp
ec

ifi
ca

t io
ns

 o
f a

ny
 d

ed
ic

at
ed

 in
st

ru
m

en
ts

/ e
qu

ip
m

en
t/s

of
tw

ar
e.

 [4
, §

3.
2.

5.
1(

c)
] 

N
O

TE
 1

2 
In

cl
ud

e 
P

er
fo

rm
an

ce
/ t

ur
na

ro
un

d 
tim

e.
 In

di
ca

te
 th

e 
m

ax
im

um
 a

nd
 m

in
im

um
 le

ve
ls

 o
f d

et
ec

tio
n,

 e
tc

. [
4,

 §
3.

2.
5.

4 
(a

)] 

N
O

TE
 1

3 
If 

th
e 

te
st

 is
 d

es
ig

ne
d 

to
 p

ro
vi

de
 q

ua
lit

at
i v

e 
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