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Abbildung 13 Rechts Mipe:lt-97: Die Obe
Mittelstreifens wirkt intensiver.

Abbildung 14 R
Mittelstreifens wirkt intensiver.

echts Mipex-97: Die Oberfliche des Vial-Etiketts ist weniger strukturiert, Das Raot des
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DRINGEND - BITTE SOFORT AUSLIEFERN! IMPORTANT - DELIVER IMMEDIATELY

Rapid Alert Notification of a Qual

ity Defect / Recall

Add Letter Head of Sender / Meldende Stelle
LUGV Brandenburg

Windorfer Platz 3

16806 Zossen

1. To / Empféanger: FAX

X] | Bundesinstitut fir Arzneimittel und Medizinprodukte (BfArM) 0228-207-4636
(] | Bundesamt fiir Verbraucherschutz und Lebensmittelsicherheit (BVL) 3326198444'
Paul-Ehrlich-Institut - Bundesamt fiir Sera und Impfstoffe - (PEI) 06103/77-1263
[X] | Oberste Landesgesundheitsbehsrde

[] | Oberste Landesveterinarbehérde

2. Product Recall Class of Defect:
(circle one)

Ou

3. Falsification
suspect of

4. Product:
Herceptin 150 mg

5. Marketing Authorisation Number: *
For use in humans EU/1/00/145/001

6. Brand/Trade Name:

7. IN See attached list N or Generic Name:

Herceptin Trastuzumab
8. Dosage Form: 9. Strength:
Vial: Concentrate for preparation a solution 150 mg

for infusion

10. Batch number (and bulk, if different):
H4544H05

11. Expiry Date:
11 2018

12. Pack size and Presentation:
1 Vial

13. Date Manufactured: not relevant

14. Marketing Authorisation Holder: *
Roche Registration Limited

15. Manufacturert:
Roche

16. Recalling Firm (if different):
Not applicable

17. Recall Number Assigned (if available):-




18. Details of Defect/Reason for Recall:

During quality control of starting materials parallel distributor INOPHA GmbH found 30 piece
of Herceptin vials differing from medicinal products received in advance. For details see
attached file.

Suspect Herceptin vials are Bulgarian origin and were received from Mipex-97 EOOD, ul.
"Beli Dunav" 4, Sofia, Bulgarien.

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

No distribution!

20. Action téken by Issuing Authority:

Spreading of information. Contact with originator to verify if suspicious vials are falsified.

21. Proposed Action:
Information of all paralle! distributors to be aware of suspicious vials concerning this batch.

22. From (Issuing Authority): 23. Contact Person:

LUGV Brandenburg Mr. Gieskes

Winsdorfer Platz 3 Telephone: 0331 8683 850
15806 Zossen

24. Signed:

% 25. Date: 17-12-2015 26. Time: 8:00h

* Information not required, when notified from outside EU.

+ The holder of an authorisation referred to under Article 40 of Directive 2001/83/EC or Atticle

44 of Directive 2001/82/EC and the holder of the authorisation on behalf of whom the Qualified
Person has certifiedthe batch for release 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 under applicable law. If you are not the
addressee, or a person authorized 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
commumication is not authorized. If you 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



