
Urgent Field Safety Notice to concerned Customers
Conll■ercial name ofthe af『ected product     MeniCare So■ 70ML
FSCA‐ identifier(e.g・ date): FSCA(MCSoft)2018‐ 01‐04
Type of action: instruction to return the product,RECALL

Date:2018-01-04

Dear CustomerrDistributor[
]

this Field Safety Notice is exclusively retated to“ MeniCare SoR 70ML"and concems fo‖ owing Lot numbers:

Lot No.(BoX) Lot No.(Bottie)

MP17288 703061

MP17350 703061
Caution:Lot numbers printed on a box and a bottle aK〕 difFerent.

Detaits on attected devicesi

Out of that range and based on our records,we identified that you have received the fo‖ owing products
related to that Urgent Fieid Safety Noticei

Ⅲdistributed by Menicon SAS
ⅢⅢ
distributed by Menicon Ltd.

Desc百puon ofthe problem:

PЮcess simutadon(media荀 Ii testing)in manufactuttng process tine was conducted and the resuk was
failed.In regard to the manufactuttng hne,we have conHrmed the sukabimty of ste面

“

ty guarantee on a
regular basis.As the resuit ofiast vatidation was passed,we have confirFned thatthere is no in¶ uence on
the stettlity of prOducts pЮ duced undilast validadon.Furthermorei no repo「 ts ofdamage to heakh have
been received to date.However,we have decided to reca‖ products manufactured anerthe vatidation as it

is dimcuk tO guarantee ste面‖ty completely.

How manv products are attected?
Atthough the number of afFected MeniCare Sonぬ              untts respect沖 eげ,the Stettlity
tests performed for each manufactured lot were passed,so the pOssibility of any damage to heatth is
thought to be extremely lowi however,Menicon votuntattly decided to issue this Field Safety Nouce as

COrK)CtiVe action and to prevent any possible impact on useド s heaith.

VVhatto do with afFected pЮ ducts atreadv used?
lf users already have used MeniCare Soft ofthe a■ 6cted Lot numbers the afFected product shouid be
replaced Wtth new one.r users have symptoms like red eye,eye pain o「 any discomfort,hershe shOuld
remove tenses and contact his′ her eye care professional.

′ヽVhatto do wК h products not attected?

Meni(3are Sofi notrelated to the attected Lot numbers can be safety continued to be used

Advise on action to be taken bv the user:

1)identify and quaranune the device(s)baSed On the afFected Lot numbers

Product name Lot No。 (BoX) Lot No.(Bottie) Quandty
MeniCare Son 70ML MP17288・ 703061

MeniCare So■ 70ML MP17350・→ 703061



2)return any MeniCare SoR r you still have any ofthe aTected Lot numbers in your stock o「 sher.in that
case,please use the:ム cknowiedgement and Conforrnation FormW attached hereto and indicate the status
ofthe concerned product and confirm the Lot numbers you have returned

3)pleaSe retum that WAcknowiedgement and Conformation Form"wkhin 7 davs ater receiving tO the
national Menicon o「ganization which supplied the Menicon h′ lenit3are Softto you:

Fo「 I 1,please send itto

and as applicable,please return such products to the above mentioned address.Menicon wi‖ bear
and compensate for a‖ costs to return the products,evidentiy returned products wili be credited to
you.

Transmission ofthis Field SafeⅢ  Noti∝ :

Piease foward this notice to a‖ those who need to be aware within your organization orto any o「 ganization

where the arected devices have been transferred by you. Piease contact and inform concerned
customersrusers ofthis notioe.

Contact reference person:
For any question,please us fb‖ owing contacts:

For[

[ ]

Menicon deeply apologize for a‖ inconvenience this subiect has caused to you,orto your users.We trust
on your fu‖ cooperation and awareness fo「 an appЮ priate period to ensure erediveness of the corretttive
action.Piease fi‖ out and return the tAcknowledgement and(3onformation ForrnW to your national Menicon

organization as described above(see next page fbrthe For:コ ).

The undersign confirrコs thatthis notice has been notmed to the appropriate Regulatory Authorities,

Name ‖ルζみ Д/ヮ腕砿′A

Signature

醒




