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Objet : Safety information - Lot recall

Vyclic 3-way stopcock code 876.20 and 70876.20

Dear Madam, Sir,

During a quality control check, a non-systematic punching defect of the paper side of the primary packaging was
identified for certain lots of Vyclic 3-way stopcock code 876.20 and 70876.20.

The following lots of VYCLIC code 876.20 or code 70876.20 are affected:

CODES : 876.20 70876.20
030914FC 110914FC
080914FC 150914FC

LOTS : 230914FC
180914FC
260914FC 220914FC

300914FC

Please do not use these products and we ask you to withdraw them.

We ask you to kindly acknowledge receipt of this letter, to complete and return the attached form by
indicating for each code / lot involved the quantities withdrawn from your institution.

The French health authorities (ANSM) are informed of this recall.

For further information, you can directly contact M. Martin, quality contact for France, 06.11.85.17.92 or
M. Hercouet, sales administration coordinator for France 01 09 92 63 35.

We apologize for the inconvenience and please accept the assurances of our highest consideration.

Christine OBER - Pharmacist
Postmarket Quality Director
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RECALL VYCLIC CODE 876.20 et 70876.20

B S ACKNOWLEDGMENT AND CUSTOMER RESPONSE FORM

_ Y 4

Please complete and return this form:
by fax: 01 39 92 64 82
or e-mail to : nusur@vygon.com

Name and address of the institution :

Full name of the person to contact: 14«N_de_Chrono»CO/NU «Email_correspondant»

«CP_VILLE_»
Function :

Phone number :

Please tick the appropriate boxes :

You have the Vyclic 3-way stopcock code 876.20:

v Lot 030914FC UYes O NO If you have units, number of units removed:___
v Lot 080914FC 0UYES O NO If you have units, number of units removed:___
v’ Lot 230914FC 0YES O NO If you have units, number of units removed:____
v’ Lot 260914FC OYES O NO If you have units, number of units removed:___
v’ Lot 300914FC 0OYES O NO If you have units, number of units removed:____

You have the Vyclic 3-way stopcock code 70876.20 :

v/ Lot 110914FC 0OYES O NO If you have units, number of units removed:____
v/ Lot 150914FC OYES O NO If you have units, number of units removed:____
v Lot 180914FC 01YES O NO If you have units, number of units removed:_____
v/ Lot 220914FC QYES O NO If you have units, number of units removed:_____

Signature and Date :
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