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Short Summary of differences between falsified and original secondary package.

Humira 40 mg Batch 50062XD09 Expiry: 01/2017 — Import from Slovakia

Two packages with the same batch were delivered together. One of the packages (package 1) is a
falsification.

A) Package 1(falsified) Package 2

HUMIRA 40 mg | HUMIRA 40mg
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The shade of the red colour is slightly different. The cove of the braille is different too. The cove of
the braille printing is smaller on the falsified package.
B) Package 1 (falsified) Package 2
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Type face is not comparable. Package 1 (falsified) the letter “x” is small, number “0” printed with

slash.



Short Summary of differences between falsified and original secondary package.

Humira 40 mg Batch 50062XD09 Expiry: 01/2017 — Import from Slovakia

C) Package 1 (falsified) Package 2
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AN EU/1/03/256/003
AbbVie Ltd
Maidenhead

EU/1/03/256/003
AbbVie Ltd
Maidenhead

SL6 4XE
Velka Britanie

SL6 4XE
Velka Britanie

On smaller package side: There are differences in printing the EU authorization number. It is
remarkable by comparing the type of number “1”. On the left side the short ascending line is
straight, while on the right side the line is curved. Other numbers show also differences. The type

faces are different.



Short Summary of differences between falsified and original secondary package.

Humira 40 mg Batch 50062XD09 Expiry: 01/2017 — Import from Slovakia

D) Package 1 (falsified) Package 2
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On the bottom of package 1 a small label was missing.

Final Conclusion:
Especially the differences in the type face - compare example C) and D) - are typical for the falsified

secondary package and are easily recognizable.

By Order
Markus Walther



DRINGEND - BITTE SOFORT AUSLIEFERN! IMPORTANT - DELIVER IMMEDIATELY

| Rapid Alert Notification of a Quality Defect / Reeall \

Meldende Stelle

Moltkestr. 19
54292 Trier

Landesamt fiir Soziales, Jugend und Versorgung

1. To / Empfinger: FAX !
<] | Bundesinstitut flir Arzneimittel und Medizinprodukte (BfArM) 0228-20?-4636
& | Bundesamt fiir Verbraucherschutz und Lebensmittelsicherheit (BVL) ggg;]LMM'
Paul-Ehrlich-Institul - Bundesamt flr Sera und Impfsloffe - (PEI) 06103/77-1263
<] | Oberste Landesgesundheitsbehérde

2. Product Reeall Class of Defect: @

3. Counterfeit / Fraud (specify)*
Report of suspected counterfeit

ircl
(circle one) product

4. Product:
Humira 40mg

5. Marketing Authorisation Number: *

For use in humans/animals (delete as required)

6. Brand/Trade Name:
Humira 40mg

7. INN or Generic Name: Adalimumab

8. Dosage Form: pre-filled syringe

9, Strength: 40mg

10. Batch/Lot Number: 50062XD09

11. Expiry Date: 01/2017

12. Pack size and Presentation: 1 vial

13. Date Manufactured: not known

14. Marketing Authorisation Holder: *

AbbVie Ltd, Maidenhead, SL6 4XE, United Kingdom

I'5. Manufacturert:

Contact Person;

16. Recalling Firm (if different):
Not applicable!

The suspected counterfeited package was
detected by parallel importer CC-Pharma, D-
54570 Densborn during the check of incoming
goods. No packages of the concerned Humira |
shipment from Slovakia were released by CC- |
Pharma!

17. Recall Number Assigned (if available)




18. Details of Defect/Reasen—torReealh:

Parallel importer CC-Pharma GmbH, Densborn received a delivery of 2 packages Humira
40mg pre-filled syringe witch Batch No. 50062XD09 from the wholesaler Pharma Comp s.r.o,
Zarnovica (Slovakia). The packages showed remarkable differences in some details, when
they were compared to each other. (compare Appendix)

Therefore it was assumed that one of the packages is suspected counterfeit.

After contact with the original manufacturer it was confirmed that the secondary package of
No. | (compare pictures in the appendix, the “x™ in the batch number is written smaller than
the other letter and numbers) is a falsification. The attached leaflets to this package showed
differences and were falsified too. Although the primary package didn’t show any hints of
manipulation or falsification, it has to be assumed, that this product, which has to be stored at
a cool temperature, was out of the regular chain of distribution and therefore the quality of the
product in this falsified package is uncertain.

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

CC-Pharma did not sell the package to any customer.

20. Action taken by Issuing Authority:

Information of the Competent Authorities in Germany by RAS, Information of the Marketing
Authorisation Holder

21. Proposed Action:
Warning information to parallel importers in other federal states by their competent authority

Inspection of the delivering wholesaler by competent authority in Slovakia to check supply
chain.

22. From (Issuing Authority): 23. Contact Person:
Landesamt fur Soziales, Jugend und Versorgung Markus Walther
Moltkestralle 19 walther.markus@lsjv.rlp.de
54292 Trier Telephone:

0651 /1447 208

! [/
24. Signed: //\Z,Llj!{??— 25. Date: 07.10.2015 26. Time: *11:00

* 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
Qualifiecd Person has released 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
iy 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
commumnication is not authorized. If you have received this document in error, please notify us by
telephone immediately and retwrn it to us at the above address by mail. Thank vou




