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Saudi Food & Drug Authority

Safety Communication

Risk of occlusion of the airway when using Solus airway

tube manufactured by Intersurgical Ltd.
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Device Name:
Solus Flexible Wire Reinforced Laryngeal Mask Airway
Manufacturer:
Intersurgical Ltd

Problem:

Due to a manufacturing fault, inflation of the cuff may
reduce the airway tube cross-section, leading to partial or

total occlusion of the airway and reduced air flow to

the patient.

Recommendation:
- ldentify affected devices (see below) and stop using
them.
- Quarantine all affected devices in stock.
- Contact the manufacturer’s authorized
representative in KSA for corrective action.
- Share this information with Healthcare Professionals

in your facility.
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http://www.sfda.gov.sa/en/Pages/default.aspx
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The affected devices are: 1R Budial) 8 gl

The following models and LOT numbers are affected:

Solus Flexible, small paediatric, wire-reinforced laryngeal mask airway 2
Solus Flexible, large paediatric, wire-reinforced laryngeal mask airway 2.5
Solus Flexible, small adult, wire-reinforced laryngeal mask airway 3

Solus Flexible, medium adult, wire-reinforced laryngeal mask airway 4
Solus Flexible, large adult, wire-reinforced laryngeal mask airway 5

LOT numbers: from 31310139 to 31703855 inclusive.

REF NHS Supply Chain Scottish NDC
numbers Codes Codes
8002001 FDD1640 n/a
8025001 FDD1641 n/a
8003001 FDD1642 NDC SKU 057290
8004001 FDD1643 NDC SKU 057306
8005001 FDD1644 n/a

For further information, please see the attached < (38 el A3l jladl e oY) o cle slaall (o 2y Sl
letter from the manufacturer. (or Click Here ) (L Ll ) aiad) Jd

You should be aware of the mentioned risks in the DY) 13 s KA Shladl Dl e 15688 ) e
notice and contact the Authorized Representative el o) aY) sl sl Jiaall aa Jual i)
for corrective action.

Al Hammad Medical Services dgdal) cilaadll alaal)
Alaa Mosleh laa sde
Phone: +966 11 4659811 1C1dll
Email: a-mosleh@alhammadmedical.com A9 RSN & )
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http://www.sfda.gov.sa/en/Pages/default.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10879
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10879
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10879
mailto:a-mosleh@alhammadmedical.com
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Healthcare Professionals shouId.report ?ny adverse (ﬁiu—.‘lﬂjl{-% gsi };) el 5 5 pumiall 5 a0 Lehl ) b 4sidy
events suspected to be associated with affected ) " )

devices above (or other Medical Devices) to:

National Center for Medical Devices Reporting (NCMVIDR (28 5all Lol ) Aal) cilaiiall g 3 3¢ e il gl 3 sall
Website). Jhall il 63 jeay! g ad

Medical Devices Sector

Saudi Food and Drug Authority e)5all 5 ¢ 12all dalall dipgll

Postal Address: Saudi Arabia - Saudi Food and Drug ol V=il a- el (5 5 Gkl YY AT 12 0l ) gial)
Authority (3292) 403 gl Ay jall ASLaall TYAALY Y Y
North Ring Road - Al Nafal Unit (1) YEoTdlead YOYAYYY (V) 2174 cails
Riyadh 13312 - 6288 YYOVY£0 (V1) 474 Kl

Tel: +966 (11) 2038222 Ext: 2406
Fax: +966 (11) 2757245

For latest published Recalls/Alerts, please visit 30 o b saiiall Caleledin¥) g il piadll AT e J paall
NCMDR website: e 3l 38 pal g STY) adsal)
Bs sy

el Sladiall 3 5ga . .
Sincerely, ¢ ) alls as
NCM DR Team National Center For Medical Q&M\ )S)A ‘3;“)5

Devices Reporting
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