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Attachment 1

Falsified Botox Unit Genuine Allergan Botox Unit
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Attachment 1

Falsifled Botox Unit * Genuine Allergan Botox Unit
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IMPORTANT - DELIVER IMMEDIATELY
Rapid Alert Notification of a Quality Defect / Recall

Reference Number
_ TE/1/50/01
1. To: see list attached
3.
2. Product Recall Class of Defect: Confirmed Falsified

4. Product: Botox 100U

5. Marketing Authorisation Number:
805/10-300200000

This is the genuine MA number on the Ukraine market.

Genuine product is for use in humans

6. Brﬁnd/[‘rade Name:

7. INN or Generic Name:

BOTOX :
The genuine product contains Botulinum toxin type A
8. Dosage Form: ‘ 9. Strength:
Vacuum dried Powder for Injection The genuine product contains 100 Units per 10ml vial
‘ 11. Expiry Date:
10. Batch number: i

The following genuine Allergan batch number
was applied to the falsified units: C3498 C3

The genuine batch has an expiry date of: 10/2016
The falsified batch has an expiry date of: 12/2017

12. Pack size and Presentation:
10ml glass vial in carton

13. Date Manufactured:
The falsified unit has a date of manufacture of 01.2015

The date of manufacture of the genuine batch is
11.2013

14. Marketing Authorisation Holder:

The MAH for the genuine product in the Ukraine is Allergan Pharmaccuticals Ireland.

15. Manufacturert:
Falsified product: Unknown

Genuine product:

Allergan Pharmaceuticals Ireland, Westport, Co.

Mayo, Ireland

16. Recalling Firm: Allergan Pharmaceuticals Ireland
Contact Person: Mr. Finbar O’Neill

Tel: +353-98-55929




17. Recall Number Assigned: No recall on lnsh market. Investigation number is QDR-H-15-203

18. Detmls of Defect/Reason for Recall:

A falsified unit of Botox 100U/vial was detected on the Ukrainian market. Doctors in the Ukraine received
email communication advising them of the avallabtl:ty of Botox at a lower price. Supply of these units led
to the identification of falsified packs.

The following anomalies were identified by i mspwtxon of i images of the falsified unit:

1. The batch number is a genuine Allergan batch number but the manufactunng and expiry datw
printed on the outer carton do not comrespond to the details for the genuine batch.

2. The font of the falsified unit differs from the approved label artwork. An i image is shown in
attachment 1.

3. The crimp is grey and appears not to have the batch number printed on it. The genuine crimp is
purple and has the batch number printed on it.

4, The ﬂlp-oﬂ' seal is white and-appears not to have the batch number printed on it. The genume flip-
off seal is clear/colourless and has the product information printed on it in 2D code which is
visible under UV light.

5. The vial is not the same size as the genuine vial.- The falsﬁedvxalnstallerandhasasmaller
diameter.

6. ' The product physical appearance is also different (see attachment 1). The falsified product hasa
large quannty of dried product present in the base of the vial, much more than what is present in
the gemnne product.

19. Information on distribution including exports: ‘

The &iﬁed packs were detected in the Ukraine by a doctor who notified Allergan’s authorised distributor.
The genuine batch was distributed to: Morocco, Egypt, Greece, Thailand, Indonesia, Malaysia, Taiwan,
Ukrame, Chxle, Argenuna, Croana, Guatemala, Ecuador, Hungary, Peru, Serbia and Tunisia. ’

At this time, there is no evidence that falsified packs of batch C3498 C3 are in circulation outsnde of
Ukraine. .

20. Action taken by Issuing Authority:
None. Falsified packs have not been identified on the Irish market.

21. Proposed Action:
Local action as considered necessary.

22. From (Issuing Authority): Health Products Regulatory | 23, Contact Person: Rob Smyth
Authority, Kevin O'Malley House, Earlsfort. Centre, Earlsfort | -
Terrace, Dublin 2, Ireland. s Telephone:+353 1 676 4971

24. Signed: rob smytﬁ“&‘;.—“:_".‘:"‘ | 25. Date: 7® May, 2015 26. Time: 14.30 GMT




