“~

ﬁm

Bheadls olsally o 1330) Ay aadaiiy oLl sa Lod caslu) (mjal Aliiae dga olsally o 13300 dalal) gl
slsally o2l CVlaw (& Cldalsally 4l A6l iy Lgalgn (as cApadiilly dphall cladiallg
g Und o182y chiacadio 4 lal daudyy Ulae daiiae ol 53)5ise ilS 2pu Tphall cilainally 33aYl;
Jec (38 (SFDA/MDS/TC 84) ai) Gpill Jec malin (e Ll dphall cilatially 53y
A alsall A "Gl aws b phaludlly Ladlad) claiial) Jla)/ciad dulall 33¢aY) Cliialse
— aals el 222N i3 Ay gadl) A sY1 Jaks dadeall 3 ylaudll' (ISO 10555-6:2015) a8, 44 sal
Al gy @l " il A0 sal) Aadaiall’ ghhanal Alls ¢ alall caat de g jall clRadl — 5 g5all
Y] (ulae g laial 8 lldy ALaY) gl sl 3ligie 350 s Al saS diialgall 028 Ciadic] Sy
(5 20.0)0).) Gilsall (& 14../.0 )00 ) Gl 2 25 () &,

DLl Gale b el cDbaaill -

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 10555-6:2015) "Intravascular catheters — Sterile and single-use
catheters - Part 6: Subcutaneous implanted ports”, 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 part of ISO 10555 specifies requirements, performance, and user
safety issues related to subcutaneous implanted ports and catheters for
intravascular long-term use supplied in sterile condition and intended for
single use.

This part of ISO 10555 does not specify requirements, performance, and
user safety issues related to non-coring needles.

NOTE Subcutaneous implanted ports are known to be used for
indications other than intravascular such as intra-peritoneal, intra-thecal,
intra-pleural, and epidural access.
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Modifications Annex

Project: SFDA.MD.84.DS.1SO 10555-6:2015
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