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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with main
purpose of regulating and monitoring of foods, drugs and medical devices. One of
SFDA functions is to issue national Standards /Technical Regulation in the fields
of foods, drugs and medical devices, whether imported or manufactured locally,
through specialized technical committees (TCs).SFDA medical devices sector
through the work program of technical committee (SFDA/MDS/TC 84)  Devices
for administration of medicinal products and catheters  has adopted the
International Standard No.(ISO 8537:2016) "Sterile single-use syringes, with or
without needle, for insulin®, issued by “ International Organization for
Standardization” in its original language. This standard is adopted with
modifications in its original language and has been approved as national standard
by SFDA board of directors in its meeting No () Held on (// AH), agreed with (/
/ G).

- The modifications are mentioned in the Modifications Annex.



Scope

This International Standard specifies requirements and test methods for
empty, sterile, single-use syringes, with or without needles, made of
plastic materials and intended solely for the injection of insulin, with
which the syringes are filled by the end user. This International Standard
covers syringes intended for single-use only in humans and with insulins
of various concentrations.

The insulin syringes specified in this International Standard are intended
for use (i.e. insulin injection) immediately after filling and are not
intended to contain insulin for extended periods of time.

This International Standard excludes single-use syringes made of glass,
syringes for use with power driven syringe pumps, syringes that are pre-
filled by the manufacturer, and syringes intended to be stored after filling
(e.g. in a kit intended for filling by a pharmacist).
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Project: SFDA.MD.84.DS.1SO 8537:2016
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)| Clause/Subclause | |'ine No Paragra Aadall g 53 ldiadlal) Jpaadl
# Pl\fi\ge No. ' Fignre/ Comment Comments Modification
o Table/ |  type
Standard:
ISO 594-1 Replace the referenced
2 Normative Has been deleted standards with:
1| Pagel References ge and replaced ISO 80369-7:2016
with: And deletetthe footer
note.
ISO 80369-
7:2016
Standard:
ISO 15223-
2 | page 1 2 Normative 3 20l ISO 15223-1:2012
g References g Has been 2016
updated to:
ISO 15223-
1:2016
- materials used for
The word abricati
"fabrication" .
should be congtructlloon Olf the
. syringe barrel ...
3 | Page 6 52 ge reaﬁ:ttagrmth - materials used for
""construction™ fabi |eat_|e f
which is more (_:onstructlon 0
oositive word syringes and needles
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The sentence
"syringe
fl a_lsiessment The results shall show
uid" should be
replaced with that tr_le pH value of
4 | Page 7 5.4.2 ge " the syringe assessment
the phrase g o
syringe e>_<tr§1ct|on fluid is
extraction fluid" within one pH unit
which is more
authentic
The subclause
title:
"Lubrication of
needle tube"
rghlould be. 5.5.2 Lubrication of
placed as: :
5 | Page8 5.5.2 te " . syringes and needle
Lubrication of tube
syringes and
needle tube" as
syringes also
need to be
lubricate
If the needletube-is
interior surface of the
syringe, including the
piston and the exterior
surface of the needle
tube are lubricated, the
lubricant shall pet-be
with-normal-or
corrected-to-normal
6 | Page 8 5.5.2 te o
"EI'S'.el“ as dl 'GBIEES. el I
surfaces-of the needle
tube form pools of
fluid on the interior
surface of the syringe
nor drops on the
exterior surface of the
needle tube or in the
bore.
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Standard: The male conical
ISO 594-1 fitting of the syringe
Has been deleted |  N0Zzle on syringe
7 | Page 8 5.8.1 ge and replaced types 1, 2,3 and 4
with: shall comply with the
. requirements of 4SO
'59;§8fg 9 594-1-1SO 80369-7.
}rnrl?er?gg(;(;tzslfsr: Dead space should be
after sterilization mmm\:\;;gg tacc)H;educe
8 | Page9 5.11.1 te only hence there o F
is no chance of . . of
transmission of e sm; Eel EdEicsaEtkgioEnstS
infectious agents
Standard:
ISO 15223-
1:2012 in accordance
9 | Page 12 7.2.2 ge Has been with ISO 15223-
updated to: 1:2032 2016
ISO 15223-
1:2016
Standard:
ISO 15223-
1:2012 _
10 | Page 12|  7.2.2 Note 1 ge Hasbeen | o0 00 aoacs ki
updated to:
ISO 15223-
1:2016
I.?ﬂfﬁ;}zgtﬂzg? the name and/or trade-
in the marking is manLrR‘Zg:u?;rt re‘)i and
11 | Page 12 7.2.2b) te mandatory authorized
according to Ve if
SEDA MDMA represelr_]tag\lle, [
requirements applicabie
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Standard:
ISO 15223-
1:2012 in accordance
12 | Page 12 7.2.3 ge Has been with 1SO 15223-
updated to: 1:2012 2016
ISO 15223-
1:2016
Standard:
ISO 15223-
13| page 12| 73 Notes 123, 3 1:2012 See 1SO 15223-1:2042
g 485 g Has been 2016
updated to:
ISO 15223-
1:2016
Ilr'1d|cat|on of th.? the name and/or trade-
manufacturer
. T mark of the
in the marking is manufacturer er and
14 | Page 12 7.31) te mandatory authorized
according to ive: if
SEDA MDMA represer_ltatlve, i
. applicable
requirements
Standard:
ISO 15223-
1:2012 in accordance
updated to: 1:2012 2016
ISO 15223-
1:2016
Standard:
ISO 15223-
16 | page 13| 7-3Notes 1,23, . 1:2012 See 1SO 15223-1:2012
g 485 g Has been 2016
updated to:
ISO 15223-
1:2016
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I.?g:ﬁ;g&ﬂg?,e the name and/or trade-
in the marking is manlrjr:‘gcr:i:u?];rt Zi and

17 | Page 13 7.4.d) te mandatory thorired
according to Ve if
SEDA MDMA represelqtatk:\lle, i
requirements applicable
Standard:
ISO 15223-
1:2012 in accordance
18 Page 13 7.5 ge Has been W|th ISO 15223'
updated to: 1:2042 2016
ISO 15223-
1:2016
Standard:
ISO 15223-
10| page 15| 75 Notes 123 . 12012 g6 150 15223-1:2012
9 4586 g Has been 2016
updated to:
ISO 15223-
1:2016
I.?g:ﬁ;}g&ﬂgg? the name and/or trade-
In the marking is manlrjr:‘g(r:l:u?];rt Zi and
20 | Page 13 7.51) te mandatory thorized
according to N
SEDA MDMA represelqtatk::\lle, if
requirements applicable
Standard:
ISO 15223-
1:2012 in accordance
21 | Page 14 7.6 ge Has been with ISO 15223-
updated to: 1:2612 2016
ISO 15223-
1:2016
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Standard:
ISO 15223-
2o | page 14 | 76 Notes 123 . L2012 1 56 150 15223-1:2012
g 4 &5 g Has been 2016
updated to:
ISO 15223-
1:2016
I.r.]dlcatlon of th.? the name and/or trade-
manufacturer
. L. mark of the
in the marking is manufacturer o and
23 | Page 14 7.6d) te mandatory .
- authorized
according to representative; if
SFDA MDMA presentative,
. applicable
requirements
Comment type: ge = general te = technical ed = editorial
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