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IMPORTANT - DELIVER IMMEDIATELY
Rapid Alert Notification of a Quality Defect / Recall
Reference Number
1E/I/51/01
An Wdaras Rialsla Targ Slarte
Health Procucts Regulatory Author =
1. To: see list attached
3.
2. Product Recall Class of Defect: ] Confirmed Falsified
4. Product: Combigan 2mg/ml + Smg/ml Eye | 5- Marketing Authorisation Number:

Drops, Solution

25750/2008

This is the genuine MA number on the Egyptian
market.

Genuine product is for use in humans

6. Brand/Trade Name:
Combigan

7. INN or Generic Name:

The genuine product contains Brimonidine tartrate and
Timolol maleate

8. Dosage Form:

Eye drops, solution

9, Strength:

The genuine product contains 2mg brimonidine
tartrate and 5mg timolol maleate per ml

10. Batch number: -
Batch numbers E74469 & E73028 werc
product. The batch numbers correspa

genuine batches of other Allergan produc
description and attachment below

rinted

on the label and outer carton of the falsified

nd to

ts. See

11. Expiry Date:

Various, see attachment

12. Pack size and Presentation:

The genuine product is contained ina 5ml
bottle

LDPE

13. Date Manufactured:

Various, see attachment

14. Marketing Authorisation Holder:

The MAH for the genuine product in Egypt is Allergan Pharmaceuticals Ireland

15. Manufacturerf:
Falsified product: Unknown

Genuine product:

Allergan Pharmaceuticals Ireland, Westpg
Mayo, Ireland

rt, Co.

16. Recalling Firm: Allergan Pharmaceuticals
Ireland, Dublin Office

Contact Person: Sarah Graham

Tel: +353 1 6445271




17. Recall Number Assigned: No recall on Irish market. Investigation number is QDR-H-16-109

18. Details of Defect/Reason for Recall:

Allergan Pharmaceuticals Ireland became aware of cases of falsified Combigan on the Egyptian market.
Users noticed that the eye drops were a different colour than expected and that batch numbers on the carton
and label did not match. In addition, adverse reaction reports have been received, of increased intraocular
pressure in patients with open-angle glaucoma or ocular hypertension.

The investigation confirmed that authentic product manufactured by Allergan had been relabelled and
repackaged as Combigan product. The batch numbers printed on the base of the suspect units corresponded
to genuine batches of other Allergan products which had not been supplied to Egypt. The cartons, leaflets
and labels of falsified packs were examined and showed only minor variances from the approved artwork
(incorrect drawing number on the leaflet and different DOM and expiry of the batch numbers). The
investigation confirms the falsified Combigan packs are limited to those with lot numbers E74469 &
E73028 printed on the label and carton.

19. Information on distribution including exports:
The falsified packs have been detected in Egypt only.

The genuine batches of the other Allergan products, batch details of which were coded on the falsified
product bottles have been distributed to various markets, see appendix. There is no action required with
these products.

At this time, there is no evidence tirat falsified packs of Combigan are in circulation outside of Egypt.

20. Action taken by Issuing Authority:

None. Falsified packs have not been identified on the Irish market.

21. Proposed Action:
Class I recall on the Egyptian market, to patient level.

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

24. Signed: Roly Smyth EEREEx. | 25. Date: 4™ March, 2016 26. Time: 16.15 GMT




Appendix . Details of Co

mponents Used in Falsified Combigan Bottles
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