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! MINISTRY
OF HEALTH

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

Reference Number 2/2016

Institute for Standardization and Control of Pharmaceuticals (ISCP)

1. To: See list attached

2. Product Recall Class of Defect: I 3. Falsification / Fraud (specify)

4. Product: Harvoni (ledipasvir and sofosbuvir) 2« Hakkeing Autnsrisation Numbar:

NA
6. Brand/Trade Name: Harvoni 7. INN or Generic Name : ledipasvir and sofosbuvir
8. Dosage Form: Tablets 9. Strength: 90 mg ledipasvir /400 mg sofosbuvir
10. Batch number (and bulk, if different): 004702 11. Expiry Date: 03 2017

12. Pack size and Presentation: 28 tablets in a HDPE 13. Date Manufactured:
bottle Unknown

14. Marketing Authorisation Holder: Not applicable, unlicensed product.

15. Manufacturer : As stated on the HDPE bottle: 16. Recalling Firm (if different): Genmedix via Promedico
"Manufactured for Gilead Sciences, Inc. foster city, ca Contact Person: Tali Dreifinger Shimoni

94404, Made in Ireland " <res.rx@Genmedix.co.il>

Contact Person: NA Telephone: Telephone: +972-54 -6645977

17. Recall Number Assigned (if available): 2/2016

18. Details of Defect/Reason for Recall:

Based on the visual evaluation conducted Gilead sciences inconsistencies are noted;

1. The bottle label is not authentic due to differences in barcode, label font/size, color used for the top bar of the brand
color, and out of proportion graphic elements (Rx, Gilead logo) when compared to the label retain for this lot

2. The lot number on the bottom of the bottle TWTW is inconsistent with that which would have occurred at GSIUC
(TWTWD).

3. The tablets found in the bottle (Sovaldi Access) are inconsistent with the bottle label (Harvoni tablets)

Harvoni tablets are orange, diamond-shaped, film-coated, debossed with “GSI” on one side and “7985" on the other side
of the tablet. The suspect tablet was white, capsule shaped, debossed with “GSI” on one side and “7977” on the other
instead of the patient’s normal Harvoni tablets. Based on the photographs provided, the tablets found in the bottle
labeled lot 004702 are consistent with Sovaldi- Access product.

The bottom of the bottle is printed with lot number TWTW which corresponds to a lot of Sovaldi Access product
"‘manufactured at a contract manufacturing operation.

19. Information on distribution including exports (type of customer, e.g. hospitals): from the information gained
till know 3 packages of the product was imported from RCC Pharma Switzerland and distributed to 3
patients in Israel. The packages were recalled by the distributer once they learnt from one of the patients
about a different color and shape of the tablets inside the package.

20. Action taken by Issuing Authority: Recall of all items from patients for further investigation.

21. Proposed Action: Investigate the source for the product at RCC Pharma Switzerland and verify that this product
was not distributed elsewhere.

22. From (Issuing Authority): Israel, ISCP
23. Contact Person: Rachel Shimonovitz Telephone:972-506243564

24, Signed: Rachel Shimonovitz 25. Date:02/03/2016 26. Time: 16:00
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