<

ﬁdﬂ.‘l

sheals elsally o 1230) Alhay aadatiy HLall sa b aslu) (mal) Aldis dga o lsally o133l dalall Liggl)
slsally o2l CVlaw (A& Cldalsally 4l w6l iy Lgalgn Gay cApadiilly dpdall ciladiallg
ol 5 aradic 8 lal Ahauly Llae dxiias 5l 335iee clS o o Al cilatially 33eaYs
Gui " JSFDA/MDS/TC 212( i) Gl Jee zalin o Aglly dglall cilaiially 53gaY) ¢ Uad
(pdy Lloall dbalpal) g " aapiil) LAY sheals L) dpiall ciliasaill Clicalse Jee
ol lllaie —— dglall (gyaaall el sjeals 4yl Ayl cillaay! " )ISO 17593:2007
s ¢ Aysall Jalaill alime aladinly #3048 chlaay) dal e @oiaad) padll 485
3lifia 433 gas Adal 5aS dicalgall s3a Chadic] 3y L Alaal ] Leialy g " il 40 al) dadiall "lgd sl
Gl sie iy ) (o) Y udae g laial b @llhy ALAY) Letaly d6Uaall

Do 20 (of- [ 8sal) ) 14/ ] (

el Gale gl Hlie Dl -

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 212) “Clinical laboratory
testing and in vitro diagnostic test systems” has adopted the International Standard

No.( ISO 17593:2007) " Clinical laboratory testing and in vitro medical devices --

Requirements for in vitro monitoring systems for self-testing of oral anticoagulant
therapy", issued by “ International Organization for Standardization” in its original
language. This standard is adopted identically 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 in vitro measuring systems for self-
monitoring of vitamin-K antagonist therapy, including performance, quality assurance and
user training and procedures for the verification and validation of performance by the
intended users under actual and simulated conditions of use.

This International Standard pertains solely to prothrombin time measuring systems used by
individuals for monitoring their own vitamin-K antagonist therapy, and which report results
as international normalized ratios (INR).

This International Standard is applicable to manufacturers of such systems and those other
organizations (e.g., regulatory authorities and conformity assessment bodies) having the
responsibility for assessing the performance of these systems.

This International Standard does not

— pertain to in vitro measuring systems for coagulation quantities assessing vitamin-K
antagonist therapy used by physicians or healthcare providers,

— provide a comprehensive evaluation of all possible factors that could affect the performance
of these systems, or

— address the medical aspects of oral-anticoagulation therapy.



