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NATIONAL FOREWORD

This Indian Standard (Part 2) which is identical with SO 3826-2 : 2008 ‘Plastics collapsible containers
for human blood and blood components — Part 2: Graphical symbols for use on labels and instruction
leaflets' issued by the International Organization for Standardization (ISO) was adopte_d by the Bureau
of Indian Standards on the recommendation of the Hospital Equipment and Surgical Disposable

Products Sectional Committee and approval of the Medical Equipment and Hospital Planning Division
Council.

This standard was earlier published as IS 15102 : 2002 by adopting ISO 3832 : 1993 identically under
dual number. On revision of ISO 3826 in three parts, the committee also decided to adopt this
standard in three parts under a single number series as IS/1SO to make pace with the latest international
practice. On publication, these three parts supersede IS 15102 : 2002 ‘Plastics collapsible containers
for human blood and blood components',

This standard is published in three parts. Other two parts in this series are:

Part1 Conventional containers
Part3 Blood bag systems with integrated features

This standard has been prepared to:

— Reduce the need for multiple translations of words into national languages.

— Simplify and rationalize the labelling of blood treatment and transfusion devices which are
medical devices used in critical situations, thereby reducing risk of misidentification, promoting
safety for the patient and reducing the amount of training required by healthcare personnel.

— Promote the movement of blood treatment and transfusion devices across national boundaries.

— Support the essential requirements of relevant EU Directives.

The meaning of many of these graphical symbols should be self-evident. The meaning of others will
hacome clear with ise or when viewed in the rontext of the davica itself If appropriate, the meaning
of symbols should be explained in accompanying literature when provided. Annex A provides examples
of how the symbols specified in this standard can be used. These are illustrative only and do not
represent the only ways in which requirements of this standard can be met.

This standard also makes a reference to the BIS Certification Marking of the product. Details of
which are given in National Annex A.

The text of ISO Standard has been approved as suitable for publication as an Indian Standard without

deviations. Certain conventions are however not identical to those used in Indian Standards. Attention
is particularly drawn to the following:

a) Wherever the words ‘International Standard’ appear referring to this standard, they should be
read as ‘Indian Standard',

b) Comma (,) has been used as a decimal marker while in Indian

Standards, the current practice
is to use a point (.) as the decimal marker,

(Continued on third cover)
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Indian Standard

PLASTICS COLLAPSIBLE CONTAINERS FOR
HUMAN BLOOD AND BLOOD COMPONENTS

PART 2 GRAPHICAL SYMBOLS FOR USE ON LABELS AND INSTRUCTION LEAFLETS

1 Scope

This'paﬂ of ISO 3826 addresses symbols that may be used to convey certain items of information related to
medical devices dedicated to blood collection processes and storage. The information may be required on the
device itself, as part of the label, or provided with the device, Many countries require that their own language

be used to display textual information with medical devices. This raises problems to device manufacturers and
users.

The symbols specified in this part of ISO 3826 do not replace current national regulatory requirements.

Manufacturers seek to take costs out of la
problem of translation, design and logisti
documentation. As other medical device:
can experience confusion and delay in

solutions to these problems through th
meanings.

belling by reducing or rationalizing variants. This results in a major
cs when multiple languages are included on a single label or piece of
s, blood medical devices, labelled in a number of different languages,

locating the appropriate language. This part of ISO 3826 proposes
e use of internationally recognized symbols with precisely defined

This part of ISO 3826 is primarily intended to be used by manufacturers of medical devices dedicated to the

blood collection, process storage and distribution, who market identical products in countries having different
language requirements for medical device labelling.

This part of ISO 3826 may also be of assistance to different stages of the blood supply chain, e.g.:

— distributors of blood collection devices (manual or automated) or other representatives of manufacturers:
— blood centres and distribution centres to simplify and secure the operating procedures.

The use of these symbols is primarily intended for the medical device rather than the therapeutic product.

This part of ISO 3826 does not specify requirements relating to the size and colour of symbols although the

symbols specified have been specially designed so as to be clearly legible when reproduced in the space

typically available on the labels of blood treatment and transfusion devices, and also so as to be suitable for
on-line printing.

Several of the symbols specified in this part of ISO 3826 may be suitable for application in other areas of
medical technology.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated
references, only the edition cited applies. For undated references, the latest edition of the referenced
document (including any amendments) applies.

ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and information to
be supplied — Part 1: General requirements
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3826-2 : 2008

Table 2 — Compound symbols to convey information essential for proper use

NOTE 2

The compound symbols specified in 4.4.4 to 4.4.9 comprise basic symbol 4.3.1 combined with basic symbols 4.3.4, 43,5,
4.3.6, 4.3.7, 4.3.8 and 4.3.10.

The difference of density and count of lines within the basic blood symbaols compared to the lines within the relevant blood
symbol within the compound symbols Is intended due to the expected same size of use. Using the same density and count of lines
would lead to a coverage of lines within the compound symbols.

ISO 7000
Nlo. Symbol Title and description registration
number
Compound symbols for "solutions™
Ie &l
Additive solution
441 On medical devices or blood process application: lo indicate that| SO 7000-2700
the container shows the presence of a type of solution lo be
mixed with other components.
= -
I )
Anticoagulant solution
4.4.2 On medical devices or blood process application: to indicate that ISO 7000-2702
the conlainer shows the prasence of anlicoagulant solution.
L =)
r 1
Saline solution
4.4.3 L Vo W5 On medical devices or blood process application: to indicate that| |SO 7000-2714
NN the container shows the presence of saline solution to be mixed
N with other components.
= =1
Compound symbols for "blood or blood component containers™
NOTE 1

=
F (l"\ Buffy coat container
On medical devices or blood process application: to indicate that
4.4.4 | the container is used for the purpose of final or temporary ISO 7000-2705
— storage of buffy coat. (Buffy coat is the combination of leukocyte
=" and platelets obtlained afler centrifugation of whole blood.)
= =
[ |
( R Plasma container
4.4.5 E On medical devices or blood process application: lo indicate that| SO 7000-2708
; the container is used for the purpose of final or temporary
e storage of plasma.
r &l
Platelets container
4.4.6 E On medical devices or blood process application: lo indicate that| |SO 7000-2710
iy the container is used for the purpose of final or temporary
— = storage of platelets concentrate.
= ]
r 1
Processing container
4.4.7 On medical devices or blood process application: to indicate that| |SO 7000-2711
i the processing of final container is used for the achievement of a
\ process.
L =
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Annex A
(informative)

lllustrative examples of symbols used in the labelling of medical devices
used for blood treatment and transfusion

A.1 Blood and blood components containers: individual label

600 ml

7 7o

74 450 mi

Figure A.1 — Example 1 of an individual label for a blood and blood components container

. - LY
500 ml
e
v,
SIS SAG-M
|= ezasssara] 100 ml

Figure A.2 — Example 2 of an individual label for a blood and blood components container
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A.2 Solution container: individual label

500 ml

SAG-M
100 ml

Figure A.3 — Example for an individual label for a solution container

A.3 Blood and blood components containers: collective shipping carton label

@ 600 mi

@ CPD [
63 ml YI/A

V4 450 mi =

@ 500 ml
SAG-M
100 ml

0]

Figure A.4 — Example 1 of a collective label for shipping carton for blood
and blood components containers
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