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Appendix 2

IMPORTANT — DELIVER IMMEDIATELY
Rapid Alert Notification of a Quality Defect / Recall

Reference Number

\ CZ/1/06/0%

State Institute for Drug Control, Prague, C‘zech Republic

1. To: see list attached i

2. Product Recall Class of Deiect: ! E] i1 3. Falsification /-Freud-{specify)=
|
T . . . .

ev o 5. Marketing Authorisation Number: *

4. Product: EXJADE 500 mg 28x500 mg For use in humans EU/1/06/356/005

6. Brand/Trade Name: EXJADE 500 MG | 7. INN or Generic Name: DEFERASIROXUM

8. Dosage Form: dispersible oral tablets | 9. Strength: 500 MG

10. Batch number (and bulk, if different): - . 5

S0178A 11. Expiry Date: 03/2017

12. Pack size and Presentation: ‘ .

28 x 500 mg i 13. Date Manufactured: not known

14, Marketing Authorisation Holder:
Novartis Europharm Limited, Camberley, Frimley Business Park, Great Britain

15. Manufacturert: 16. Recalling Firmi (if different):
Contact Person: ‘ Contact Person:
E-mail: Telephone:

17. Recall Number Assigned (if available}r‘

18. Details of Defect/Reason for Recall:

The suspected counterfeited packagaes (is In total) of Exjade 500 MG were detected by AxiCorp
Pharma GmbH, Germany, during check of incoming goods. AxiCorp Pharma informed its supplier -
the wholesaler GlucoPharma, Prague, Czech Republic - that the content of the packages was
completely different from the original: blisters or parts of other medicinal drugs and food (broth
Knotr of Slovak origin) were inside. The medicmal product is marketed in bilingual packaging
(CZ/SK). In documents gained from GlucoPharma CZ is declared that suspected counterfeited
packages of Exjade were purchased from the wholesaler D-Pharm, Male namestie 2873/18,
Malacky 901 01, Slovakia. |

In the same delivery from D-Pharm, Slovakia, there were also 17 packages of Zyvoxid 600mg
tablets, the batch H94148 (the same batch in RAS from 8.7.2015), contained different blisters from
other medicinal products and dietary supplements.

The source of 7 packages of Zyvoxid (tne above said batch following RAS from 8.7.2015) was
according to our current information the wholesaler D-pharm, Slovakia, too.

19. Information on dlstnbut:on mcludnng exports {type of customear, e.g. hospitals): *
Not known

20. Action taken by Issuing Authority: |
Suspension of distribution and dispensing of the respective batch of Exjade in CZ.

21. Proposed Action:
Warning information to parallel impaorters in other stztes. Inspection of the wholesaler D-Pharm
Slovakia by authority to chech supply chain and scope of distribution of the affected medicinal

products.




] - - .
(22. Frorm (Issuing Authority): Eia ?,%T}E:_;IE:\?;SE’“'
E-mail:

State Institute for Drug Control, Prague, Czech Republic 2y ; i g
2 Eu’c.:(OIﬂISl{OVB@)SUﬁJ.C/.

24.Signed: a0, ¢ flog, 25. Date: 3.8.2015 26. Time:

* Information/not required, when notified from outside EU.

1 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 autherisation on behali of whom the Qualified Person has certified the 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 ta 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
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 comraunication 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
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