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6101 Bollinger Canyon Road T+1925621 3716

Suite 500 F+1925 621 2488
San Ramon, CA 94583 www.coopervision.com
USA

CooperVision®

11 July 2023

To whom it may concern,

Notification of Market Recall of CooperVision Product

We hereby notify of a market recall of a CooperVision product Biofinity toric, soft hydrophilic lenses. Details of the recall
are provided below.

CooperVision is conducting a voluntary recall of several lots of Biofinity toric contact lenses, packaged in April 2023. We
are taking this field action as product contained within these lots were packaged with the incorrect blister label. Contact
lenses contained within each blister match carton brand name and display full parameter information correctly. No health
or safety risk has been identified with the use of the device.

The recall only affects Biofinity toric 3pk lenses with the specified lot numbers. No other Biofinity toric — or any other
CooperVision products — are affected by this recall. These lots of Biofinity toric were distributed to and are being recalled
from the Japan market only.

Lot No. Product Impacted Lenses Distributed Market

10984070004510 Biofinity toric +02.50/-0.75/090° 84 pcs

11010070001016 Biofinity toric -04.00/-1.25/170° 18 pcs

11012070002000 Biofinity toric -00.00/-1.75/010° 51 pcs

11013020017028 Biofinity toric -07.00/-1.75/020° 15 pcs

11013070002004 Biofinity toric -01.00/-1.75/020° 63 pcs

11020070006003 Biofinity toric -00.75/-1.75/090° 3 pcs

11029070002510 Biofinity toric +02.50/-1.75/180° 24 pcs

11029070003508 Biofinity toric +02.00/-1.75/180° 18 pcs

11029070013009 Biofinity toric -02.25/-1.75/180° 102 pcs

11029070013011 Biofinity toric -02.75/-1.75/180° 72 pcs

11038070003501 Biofinity toric +00.25/-2.25/090° 9 pcs

11045020026004 Biofinity toric -01.00/-2.25/160° 54 pcs

11047070003514 Biofinity toric +03.50/-2.25/180° 81 pcs

11047070006006 Biofinity toric -01.50/-2.25/180° 336 pcs

11047070006504 Biofinity toric +01.00/-2.25/180° 42 pcs Japan

10984070001518 Biofinity toric +04.50/-0.75/090° 21 pcs

11002070002510 Biofinity toric +02.50/-1.25/090° 54 pcs

11002070003505 Biofinity toric +01.25/-1.25/090° 36 pcs

11002070004504 Biofinity toric +01.00/-1.25/090° 6 pcs | -

11011070005512 Biofinity toric +03.00/-1.25/180° 93 pcs ) 0

11011070015006 Biofinity toric -01.50/-1.25/180° 513 pcs

11020070002023 Biofinity toric -05.75/-1.75/090° 66 pcs \?rﬁ

11020070005006 Biofinity toric -01.50/-1.75/090° 60 pcs )

11029070009520 Biofinity toric +05.00/-1.75/180° 21 pcs

11029070011010 Biofinity toric -02.50/-1.75/180° 261 pcs

11029070012010 Biofinity toric -02.50/-1.75/180° 102 pcs

11031070004024 Biofinity toric -06.00/-2.25/020° 57 pcs éy VA

11047070003505 Biofinity toric -01.25/-2.25/180° 48 pcs ~ V

11047070010015 Biofinity toric -03.75/-2.25/180° 72 pcs ']7 o
Total | 2,382 pcs -
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Since the impacted lots involved in the recall have not been distributed in China, no recall action in China is proposed.

Please contact us if you have any questions.

Thank you.

Sincerely,
CooperVision, Inc

\ W\\BM M%@ H-3UC- 2003

Melissa Torpey, Sr. Global Regulatory Affairs Specialist, CooperVision, Inc.
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10984070004510 Biofinity Toric, #i3EKiEfAi4E +02.50/-0.75/090° 84 F
11010070001016 Biofinity Toric, #i3R/K#EflEE -04.00/-1.25/170° 18 K
11012070002000 Biofinity Toric, #k:3E/K#fil% -00.00/-1.75/010° 51 K
11013020017028 Biofinity Toric, #i#:3/K#EfilgE -07.00/-1.75/020° 15 F
11013070002004 Biofinity Toric, #IE3E/K¥EMEE -01.00/-1.75/020° 63 i
11020070006003 Biofinity Toric, #¥E3E/K¥EflE -00.75/-1.75/090° 3k
11029070002510 Biofinity Toric, #{3E/K#EfméE +02.50/-1.75/180° 24 F
11029070003508 Biofinity Toric, #{#s5/K#Eefse +02.00/-1.75/180° 18 K
11029070013009 Biofinity Toric, #ih3E/K#EflEE -02.25/-1.75/180° 102 K
11029070013011 Biofinity Toric, #i:3E/K#EfilgE -02.75/-1.75/180° 25K
11038070003501 Biofinity Toric, #1E3E/KEEAEE +00.25/-2.25/090° 9k
11045020026004 Biofinity Toric, #4538 /K#EAh%E -01.00/-2.25/160° 54
11047070003514 Biofinity Toric, #ih3R/K#EfmEE +03.560/-2.25/180° 81 H
11047070006006 Biofinity Toric, #i3E/K#EfilEE -01.50/-2.25/180° 336 F
11047070006504 Biofinity Toric, #i3R/Kk#EflsE +01.00/-2.25/180° 42 Fr HA
10984070001518 Biofinity Toric, #i3E/K#EfimEE +04.50/-0.75/090° 21 i
11002070002510 Biofinity Toric, #KPE3EKEAMEE +02.50/-1.25/090° 54
11002070003505 Biofinity Toric, #ME3E/K#EEAIE +01.25/-1.25/090° 36 A
11002070004504 Biofinity Toric, #i#3/K#EEflsE +01.00/-1.25/090° 6 H
11011070005512 Biofinity Toric, #{3EK¥EfAi4E +03.00/-1.25/180° 93 K
11011070015006 Biofinity Toric, #kisE/K#efilst -01.50/-1.25/180° 513 A
11020070002023 Biofinity Toric, #{h3R/K#EflEE -05.76/-1.75/090° 66 A
11020070005006 Biofinity Toric, #i3E/K#EfilgE -01.50/-1.75/090° 60 A
11029070009520 Biofinity Toric, #P:3E/KiEflE +05.00/-1.75/180° 21 K
11029070011010 Biofinity Toric, #i3/K#EfsE -02.50/-1.75/180° 261
11029070012010 Biofinity Toric, #K{#:35/K#Efil: -02.50/-1.75/180° 102 K
11031070004024 Biofinity Toric, #i3R/K#EEMEE -06.00/-2.25/020° 57 J;
11047070003505 Biofinity Toric, #KME3E/K#EEMEE -01.25/-2.25/180° 48
11047070010015 Biofinity Toric, #i#3/kK#filsE -03.75/-2.25/180° 25
Mt | 2,382 A
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Melissa Torpey, Sr. Global Regulatory Affairs Specialist, CooperVision, Inc.




