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Saudi Food & Drug Authority

Urgent Safety Notice Jale Aadlu 4

For pseudophagic intraocular lens A4SWO00 acrylic IOL
/ AddOn / spherical / hydrophilic / clear / -10,0 D to
+10,0 D issued by 1stQ GmbH.

Dear Healthcare Professional,

Saudi Food and Drug Authority SFDA would like to
bring to your attention that 1stQ GmbH has issued
an Urgent Field Safety Notice to the
pseudophagic intraocular lens A4SWO00 acrylic IOL
/ AddOn / spherical / hydrophilic / clear / -10,0 D
to +10,0 D, after few single cases of fibrin reactions

recall

after the implantation of spherical AddOn lenses
have been reported. In order to exclude any risk for
patients, Block all lenses with the mentioned article
numbers.

The affected devices are:
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Pseudophagic intraocular lens A4SWO00 acrylic IOL / AddOn / spherical / hydrophilic / clear / -10,0 D to +10,0 D
Article number: A4SW00
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For further information, please see the recall by
Click Here.
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http://www.sfda.gov.sa/en/Pages/default.aspx
http://ncmdr.sfda.gov.sa/Secure/CA/CaCompositeListing.aspx
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10739
https://ncmdr.sfda.gov.sa/Secure/CA/CaViewRecall.aspx?caid=6&rid=10739
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Devices Reporting

You should be aware of the mentioned risks in the ~ Jaa gill 5 Jaid¥) 13 a5 ) sShall Hlaladldyl jo e 1536805 o) cuag
notice and contact the Authorized Representative .5 il ciluasll Jlasialy oapniaill o) sV olaiy 3 55lal Jiaal) as
for corrective action via replacement of affected

lenses.

llia Trading 3_laall L) 4s &
Mr. Hossam Issa [apd)
Telephone: (011) 4266955 ;i
Email: iliatrading@hotmail.com S A & )
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Professionals in your facility.

Healthcare Professionals should report any adverse amSe &als gl e £3Y) Laall ddle JL cpaidall e oy
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devices above (or other Medical Devices) to: A
National Center for Medical Devices Reporting (NCMMIDR ) . . .
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Postal Address: Saudi Arabia - Saudi Food and Drug
Authority (3292)
North Ring Road - Al Nafal Unit (1)
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Tel: 4966 (11) 2038222 Ext: 2406 -2412 - 2430 Yvovy¢o (\ \) VT4 Sl
Fax: +966 (11) 2757245
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