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Recall of foldable Intraocular lenses , Lentis
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Device/Product Name:

Lentis foldable Intraocular lenses

Lot numbers/Serials:

All models starting with L-, LS-, LU-

Dates:

05-and 2020 01-Expiry date between 2017

Manufacturer:

Oculentis VB

Manufacturing country:

Netherlands

Problem:

Possible sporadic opacification of the IOL. Studies by the
manufacturer have indicated that surface calcification
could possibly be the result of phosphate remnants
originating from a detergent previously used in the
cleaning process of the 10L.

Recommendation/Actions:

e Considering each individual patients’ current risk-
benefit ratio.

e there is no need for calling patients back and screening
all patients that have been implanted with affected
IOL’s. Intensifying routine patient follow-up may be
adopted if the risk-benefit ratio changes considerably.

e In some cases, postoperative opacification of the 10L
may present biomicroscopic aspects similar to
posterior capsule opacification. Practitioners are
advised to carefully evaluate each case to determine
the exact nature of the cloudiness.
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For further information, please see the attached
letter from the manufacturer. (or Click Here )

You should be aware of the mentioned risks in the
notice and contact the Authorized Representative
for corrective action.
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Omar Saeed Al Amoudi Sons Co. (LLC)
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Healthcare Professionals should report any adverse events ;= 1..< ks s e g3 3 I e I il e i

suspected to be associated with affected devices above (or

other Medical Devices) to:
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Postal Address: Saudi Arabia - Saudi Food and Drug o=l @-&w‘, S fwu\,3293""5¥ﬂ‘ Ol
Authority (3292) 43 srull Ay jall ASlaall 6288-13312
North Ring Road - Al Nafal Unit (1) 24064525 2038222 (11) 966+l
Riyadh 13312 - 6288 2757245 (11) 966+: S0

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

For latest published Recalls/Alerts, please visit NCMDR 30 o b siiall Cleledin) g <l sl HAT e J gaall
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