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Viread 245 mg: Batch SPMGD Exp. 01/2020 - Romania

Labelling of primary packaging:

Deviation of the confirmed counterfeit related to former supplies of the same batch of Viread 245 mg

counterfeit

original

Indication of the strength:

—  The number 2" is smaller in comparison with the other numbers.

—  The number ,4"is closed in the counterfeit, and open on the labelling of
former supplies.

The fonts are different.
Text underneath the indication of the strength: The font is smaller on the

labelling of the counterfeit related to the supplied original, from previous
deliveries.
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Viread 245 mg: Batch SPMGD Exp. 01/2020 - Romania

Indication of labelling on the bottom of the bottle:

counterfeit: original:
heavy print of labelling light pixelated print of labelling
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counterfeit:
light print of batch number

original:
heavy print of batch number
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8. Details of Defect/:

Confirmed counterfeit (see pictures). An incoming delivery (2016-07-06) of Vircad 245mg
(Batch SPMGD) from Romania was identified to be probably counterfeit by parallel importer
CC Pharma. The delivery was quarantined immediately. The originator has actually confirmed
the counterfeit and informed that the company will be notifying the HPRA, Irish regulatory
authority, in a defect report. CC Pharma reccived the delivery from the Bulgarian wholesaler:
Perfect Care Distribution SRL, Bucharest.

19. Information on distribution including exports (type of customer, c.g. hospitals): *

CC-Pharma did not sell the packages to any customer. The packages are now in quarantine.
One package was send to the originator for further examination.

20. Action taken by Issuing Authority:

Information of thc competent authoritics in Germany by RAS

21. Proposed Action:

Warning information to parallcl importers in other federal states by their competent authority.

22. From (Issuing Authority):
. 23. Contact Person:
Landesamt fiir Soziales, Jugend und Versorgung

Moltkestrafle 19

. Telephone: +49-261-4041-209 or
54292 Trier

+49-651-1447-208

P

(7 1y

24. Signed: M~k 25. Date: 15.07.2016 26. Time: *10:00
Z

* Information not required, when notified from outside EU.

+ The holder of an authorisation referred to under Article 40 of Directive 2001/83/EC or
Article 44 of Directive 2001/82/EC and the holder of the authorisation on behalf of whom the
Qualified Person has rclcased the batch in accordance with Article 51 of Directive
2001/83/EC or Article 55 of Directive 2001/82/EC if different.

This is intended only for the use of the party to whom it is addressed and may contain information that
is privileged, confidential, and protected from disclosure wnder applicable law. If you are not the
addressee, or a person awthorized to deliver the document to the addressee, you are hereby notified
that any review, disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If vou have received this document in error, please notify us by
telephone immediately and return it to us at the above address by mail. Thank you




