“~

ﬁm

e)9als o132l Adlpe s andatiy ALl sa Led ol oyl Aliise dga o salls o2l Aalell gl

e Y lae b lialgally Al i) auany Lgalgn (ay cApauiiilly dplal) cilatinally 33eaYs

My haaadio b Glal auls lae daia 5 83)5ie ClS Elpu Al Clatialls 3562915 65l

(SFDA/MDS/TC 212) ady Gull Jee gali pana Ligglly dydall cilatially 33gaY) ¢ Uad ol
sl dialpal) iy pemill LSSV Sheals ) el Gliagadll Clialse Jee G

ginaall (g Aadiall e slaall — pandill 4 il Akl 3 62 Y) (1ISO18113-4:2009) A,
s A A At ) Qa8 jeaY dadiill 4 i) Jdlaall: £ e 3all - (s il d8Ual)
Lo srs ddialgaS diialgall oda chaaic) a8y Alal] Lialy @llh g " uensll 43 sal) dadaiall’ g ol

Ve fofon) gt die gdlly () )8 Galae g laial 8 Gllg ALaY) Lgtady il slid
o Yooefo]er) Gilsall (o

il 3ale 8 el <DLl —

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. (1SO 18113-
4:2009) "In vitro diagnostic medical devices -- Information supplied by the
manufacturer (labelling) -- Part 4: In vitro diagnostic reagents for self-testing” 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 (../../14..AH), agreed
with (../../20.. G).

- The modifications are mentioned in the Modifications Annex.



Scope

This part of ISO 18113 specifies requirements for information supplied by the
manufacturer of VD reagents for self-testing.

This part of 1SO 18113 also applies to information supplied by the manufacturer with
calibrators and control materials intended for use with IVD medical devices for self-
testing.

This part of ISO 18113 can also be applied to accessories.

This part of ISO 18113 applies to the labels for outer and immediate containers and to
the instructions for use.

This part of 1ISO 18113 does not apply to:

a) IVD instruments or equipment,
b) IVD reagents for professional use
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Modifications Annex
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Add:
Based on Note: The instructions
) for use IFU shall be,
national . )
requirements wherever feasible, in
) Y 4.2 te qu ' both Arabic and
Arabic language .
English languages.
shall be N
S Where this is not
indicated -
feasible, the language
shall be Arabic
Add:
Based on Note: The instructions
) for use IFU shall be,
national . )
requirements wherever feasible, in
Y Al 5.4 te gu ' both Arabic and
Arabic language .
English languages.
shall be L
A Where this is not
indicated .
feasible, the language
shall be Arabic
Comment type: ge = general te = technical ed = editorial




