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Safety Communication

Recall of Laser photocoagulator Easyret manufactured

A8 i a5 el ) - (g ) L5 52l 58 5508 )3l g sle il

by Quantel Medical. dgalal) i) g8
Device Name: ) ol
Laser photocoagulator Easyret with software version Dl ge - o) oY) S (Gsall il e
1.03. N ¥ el
Manufacturer: spiaall
Quantel Medical dgplall Jansl S
Problem: s al)

A software bug lead to delivery of an erroneous level of
energy corresponding to a 100% duty cycle when
treatment session be created. This issue could cause

photocoagulation of the retina in patients.

Recommendation:

- Discontinue use of the MicroPulse mode on the
device until the software update in version 1.04
has been completed.

- Contact the manufacturer’s authorized
representative in KSA on contact info below to
update the software.
information with Healthcare

- Share this

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:

Laser photocoagulator Easyret
Software version 1.03
Product Code: QM-PABX0017
Serial Number: 155

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) J8

You should be aware of the mentioned risks in the DY) 13 s KA Shladl Dl e 155688 o e
notice and contact the Authorized Representative el o) aY) sl sl Jiaall aa Jual i)
for corrective action.

Fisrt Gulf Co. A9 Aatal) As il
Faisal Al Harbi Al Juaid
Phone: +966 112190888 1Ol
Email: msakr@fgcmedical.com A9 ASIY) &y )
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http://www.sfda.gov.sa/en/Pages/default.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10977
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https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=10&rid=10977
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Healthcare Professionals should report any adverse i.&e daa Lfi oo EMY Anall e L cpaidd) e e
events suspected to be associated with affected ( af b jlea ol of) oDlels ) jumial) 5 jeaY0 Ledalss 5l 4y

devices above (or other Medical Devices) to: |
National Center for Medical Devices Reporting (NCMIDR
Website). (28 5ol Lol ) Agdal) claiial) 9 8 jga¥) cleSid Al gl S all
Medi‘cal Devices Sector . flall Cilatiall 5 5 3ea ) ¢ ad
Saudi Food and Drug.Authquty ‘ o1 gall 5 340 Aalall Al
Postal Address: Saudi Arabia - Saudi Food and Drug y . I i
Authority (3292) ol - Jatll an el (g yslall Gy yLall ¥Y Yy sl ol sial)
North Ring Road - Al Nafal Unit (1) Lol Ay ) ASlaall TYAANYYY Y
Riyadh 13312 - 6288 YE TaLgad YOFAYYY (1)) 414l
Tel: +966 (11) 2038222 Ext: 2406 YVOVY£o (1)) 474 sl
Fax: +966 (11) 2757245
For latest published Recalls/Alerts, please visit 3L (o> B sitall Cilelediul) 5 <l pdaill JAT e J puaall
NCMDR website: Gl 3l 38 pal g STY) adsal)
tas iy
Al Staally Sk, - R
Sincerely, ¢ ) palls as
NCMDR Team e Sl 58 e o 8
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