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Soft (Hydrophilic) Contact Lens

clariti 1 day Pure
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(—) 500 Road 584, Lot 7, Amuelas Industrial Park, Juana Diaz, Puerto Rico

00795, USA
(=) South Point, Hamble, Southampton, SO31 4RF, United Kingdom

(=) 711 North Road, Scottsville, New York 14546, USA

(PU) Gorcesev Ivan Street 7, Building C, 2360 Gyal, Hungary

(F.) Zona Franca El Coyol, Building 53, Alajuela 20101, Costa Rica
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CooperVision Inc.

6101 Bollinger Canyon Road,
Suite 500, San Ramon, CA
94583, USA

CooperVision

National Medical Products Administration

cooa-

9" Dec 2024

To whom It may concern,
Notification of Overseas Voluntary Correction of CooperVision Product

CooperVision Inc. hereby notify of an overseas voluntary correction of CooperVision’s product, clariti 1 day Pure
(clariti 1 day in Japan) contact lenses.

CooperVision is conducting a voluntary correction in Japan of one lot of clariti 1 day Pure (marketed as clariti 1 day
in Japan) manufactured in October 2023. We are taking this field action as A small number of lenses within the
manufacturing lot are of the incorrect power. No health or safety risk has been identified with the use of the device
There have been no adverse events associated with these lots of incorrect power clariti 1 day Pure (marketed as
clariti 1 day in Japan) contact lenses.

The lot of the affected clariti 1 day Pure (marketed as clariti 1 day in Japan) contact lenses involved in the voluntary
correction have not been distributed in China so no recall action in China is proposed.

Please contact me if you have any questions.

Kind regards

VITASY=

Melissa Torpey, Sr. Global Regulatory Affairs Specialist, CooperVision Inc.
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Details of Overseas Recall;

Product/Model: clariti 1 day Pure (marketed as clariti 1 day in Japan) contact lenses
Countries Affected: Japan

Recalled clariti 1 day Pure (marketed as clariti 1 day in Japan) Lot: CFO73018

Total Number of Impacted Lenses: 3330 lenses (111 cartons 30pk)

Reason for Recall: lenses within lot are of the incorrect power
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CooperVision Inc. FE# G244 ]
6101 Bollinger Canyon Road, Suite 500,
San Ramon, CA 94583, USA
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Melissa Torpey, Sr. Global Regulatory Affairs Specialist, CooperVision Inc.
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