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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 7864:2016) "Sterile hypodermic needles for single
use — Requirements and test methods", 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 for sterile hypodermic
needles for single use of designated metric sizes 0,18 mm to 1,2 mm.

It does not apply to those devices that are covered by their own standard
such as dental needles and pen needles.
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# | Page No. | _.ph Comments Modification
' Table/ type
Standard:
ISO 594-1 Replace the referenced
2 Normative Has been deleted standards V‘f'th:
1| Pagel References ge and replaced ISO 80369-7:2016
with: And delete the footer
notes
ISO 80369-
7:2016
ISO 60009,
: Hypodermic needles
2 | Pagel ZREEJQS&V: ed for single use - Colour
coding for
identification
Standard:
ISO 15223-
o | page1 | 2 Normative . 1:2012 SO 15223-1:2012
g References g Has been 2016
updated to:
ISO 15223-
1:2016
Standard:
andar Replace the referenced
1SO 594-1 standards (1ISO 594-1
Has been deleted & 594-2) with:
4| Paged 481 ge and replaced 1SO 80369-7:2016
with: And delete the footer
ISO 80369- note
7:2016
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Tolerances on length
of needle tube
5 | Page6 4.10.2 Table 1 ed (Dimensions in
millimetres)
Size of stylet to test
patency of lumen
6 | Page? 413 Table 3 ed (Dimensions in
millimetres)
Standard:
ISO 15223-
1:2012
See ISO 15223-1:2612
7 |Page10| 6-2030.0) &) ge Has been 2016
updated to:
ISO 15223-
1:2016
Standard:
ISO 15223-
6.3b).c).d).€) &F 1:2012 See SO 15223-1:2012
8 | Page 11 | 3 P)QhEhe) &0 g€ Has been 2016
updated to:
ISO 15223-
1:2016
Standard:
ISO 15223-
1:2012
See ISO 15223-1:2612
9 |Page1l 6.4b b%é& d) ge Has been 2016
updated to:
ISO 15223-
1:2016
Comment type: ge = general te = technical ed = editorial
Page 2 of 2

MDS-F-400-002 —V3

soaiall Ll Gveaill e Jgunmll pUadll 405 1001 Glgudl (] 792 Il slo 1 ciB oyl de gulall G551

glain | jinma zhgad el Wl olgie  Effective Date: 15/05 /1435




