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PENYBJINKA BBJITAPUSA
M3nbnHUTENnHa areHUMs No nekapcreara
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

IMPORTANT - DELIVER IMMEDIATELY
Rapid Alert Notificat/i'dn of a Quality Defect / Recall

It 22099 20 -05- 201 Baszsoaoy e

[add letter head of sender]

1.76:
(see list attached, if more than one)

2. Product Recall Class of Defect: I 3. Confirmed counterfeit
(circle one)

5. Marketing Authorisation Number: EU/1/03/256/003

4. Product: Humira Faruni BTt

6. Brand/Trade Name: Humira 7. INN or Generic Name: Adalimumab

8. Dosage Form: solution for injection in a

pre-filled syringe 9. Strength: 40 mg

11. Expiry Date:
05/2017 on the primary packing
03/2017 on the secondary packing

10. Batch number (and bulk, if different):
54092XHO05 on the primary packing
52077XHO05 on the secondary packing

12. Pack size and Presentation:

2 pre-filled syringes + 2 alcohol pads 13. Date Manufactured: NA

14. Marketing Authorisation Holder: AbbVie Ltd., Maidenhead SL6 4UB, UK

15. Manufacturert: NA 16. Recalling Firm (if different):

Contact Person: SOFIYA VELKOVA, AbbVie EOQOD,
Contact Person: = Bulgaria E
Telephone: Telephone: sofiya.velkova@abbvie.com

17. Recall Number Assigned (if available): NA

18. Details of Defect/Reason for Recall: AbbVie EOOD, Bulgaria informed the BDA that one package of
HUMIRA 40 mg solution for injection in a pre-filled syringe EU/1/03/256/003, MAH: AbbVie Ltd, UK was
with information on the primary packing on Turkish language with batch no. 54092XH05 and information
on the secondary packing with batch no. 52077XH05 and the leaflet in Bulgarian language. The package
was bought in a pharmacy “Pharma 1”, No.17 “General Scobelev” str., Kazanlak, Bulgaria and was sent to
AbbVie Germany by AbbVie EOOD, Bulgaria for clarification of the authenticity. The results of the AbbVie
Germany were sent to the EMA and the BDA and can confirm that based upon the evaluation of the
packaging components of the sample, the unit can be classified as falsified medicinal product. The carton
and the leaflet are non-authentic material. Both sealed pre-filled syringes are authentic.

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

20. Action taken by Issuing Authority: Currently the Bulgarian Drug Agency has been performing an
inspection of the pharmacy for availability of other packages and tracing of the supply chain.

21. Proposed Action: Increased vigilance in parallel import of batch (52077XH05). -

22. From (Issuing Authority):
BULGARIAN DRUG AGENCY, B

23. Contact Person:
RUMIANA HUBCHEVA
Telephone: +359 2 890 34 52

24. Signed:

Assoc. Prof. Assena Stoi
PhD, MScPharm, MPH

26. Time:

Executive Director N2 -

* Information not required, when nbgiﬁedt?ﬂ?ﬁd/e{ﬂ}.

t The holder of an authorisation refe\r?edi_ o’undeeArticle 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 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 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 communication 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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