Kingdom of Saudi Arabia 70 cungoull &y inll &S sl
Saudi Food & Drug Authority ( Jdgallg Jdanll dsloll dill

Safety Communication 4ol dlu

Y 4-ad oS dadily DA andied B ) g A gala ) / A gdiaall / A Adal) 3 38 o cilua gi /il )
Advices on Substandard/Falsified medical devices used in the context of the COVID-19 pandemic

Purpose:
Based on WHO advices and recommendation on identify and T oAl
prevent circulation of substandard/falsified medical devices for LA Cangy ) leljaY) gl Lallall daall dabiie Cilpa i e ol
COVID-19 as response to reports of circulation of such medical 1) & sale ) [ A3 pdaall /A8 dpadall 3 5ea) I pia s sl
devices in the treatment and case management of people with el 2ol Lol eyl 2 sa ol T ks el g ) -0 S T AL
COVID-19 Aela 5 lal 5 ) 9o o aliadll
Advise, Quoted from WHO Document, on actions to be taken to G Al el a Y iy Luadlall dsall dalaic (ga o jaally dusiiie milial
identify and prevent circulation of substandard/falsified medical V-2 K TS laal) [ (5 el (5 93 Adall 8 jea¥) J g5 ey mul Ladlas)
devices for COVID-19 as response to reports of circulation of such Ya-28 S o abaall (pim jall Z3le A L gl e jlall dga o1 ) Hhas el
medical devices in the treatment and case management of people el Bl
with COVID-19.
Advice to be taken by users: TAIAT cpaddical) Loy Al ilall)
Follow policies and procedures from your hospital on appropriate use JieY) alasiul) iy il b sadieall el jaYl s cilubd) o],
of medical devices for COVID-19 V438 S Lkl 5 jea
Avoid purcha_sin_g medical devices from an unknown source or PRrril] B bo iy o Aoy e s By PRI A et
unauthorized distributor form SFDA o) 52l o123l] alall
] Cc_)nduct incoming inspection for certain categories of medical Ak 302 (e Bisna GilienY LSl yaai o) a3,
evices.

) ) ) A gl e Copatll g Aladiay) e (e gl agdl aladiul) ciladdes § 5314,
Read the instructions for use to understand the intended use of the ’ . ‘ relle ; ‘ ‘
product and taking note of any limitations. Al Al o) sall g elaall Aalall Lagll pa dial 55 ial iial) O (e 2SUB,

Ascertain that the product is genuine. Contact SFDA, if in doubt . A< Al cilaalat] L 5 4008 1) Blaal) e ja) 5 4 sladll 3 jlaall Jasns 236,
_ - _ _ sl Qs 2285 cilades & Gaiadl)

Run all required calibration and preventive maintenance procedures ‘ o
as instructed by the manufacturer in their instructions for use and Aiadl 48 3l ) daa Eala ol /5 miiall 8 JSLEa ) e 300G A37,
operation manuals Al clale 3 jaa o sall 5 o122l dalall Al )

Report any product problems and/or adverse events as complaints to
the manufacturer and to SFDA as soon as you become aware

If you have any complaint or need further information, please do not Jaal 5l i€ ddliza) il slae allal 5l b e o) Slea e s sSS a5 Jla 8
hesitate to contact SFDA through: (Geob e Al aa
NCMDR NCMDR b sl cAe Sl € e
Vigilance system Jaig daia

SFDA call center: 19999 14999+ aa gl JlanVl



https://remote.sfda.gov.sa/,DanaInfo=ncmdr.sfda.gov.sa,SSL+Default.aspx
https://remote.sfda.gov.sa/Home/,DanaInfo=ade.sfda.gov.sa,SSL+Report
https://remote.sfda.gov.sa/Home/,DanaInfo=ade.sfda.gov.sa,SSL+Report
https://remote.sfda.gov.sa/,DanaInfo=ncmdr.sfda.gov.sa,SSL+Default.aspx
https://remote.sfda.gov.sa/Home/,DanaInfo=ade.sfda.gov.sa,SSL+Report

