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Medical Product Alert N° 1/2017

Falsified Meningococcal ACWY Vaccine circulating in West Africa

This Medical Product Alert relates to the circulation of a confirmed falsified Meningococcal ACHY
Vaccine discovered in Niger.

PRODUCT DETAILS

This product is used to immunise against Meningococcal discase serogroups A, C, W, and Y. Meningococcal

meningitis vaccine is listed as a WHO Essential Medicine,

On 31 May 2017, the manufacturer “Bio-Manguinhos/Fiocruz” informed WIHO that a falsified version of the
following product was available in Niger:

Product Nanme Polysaccharide Meningococeal ACWY Vaccine
Batch Number 089UMHO002 Z
Expiry Dare 092017
Date of Manufucture 092014

The label on the product claims that it is manufactured by Bio-Manguinhos/Fiocruz and is presented in vials
of 10 doses each.

Photographs of the falsified vaccine are available in annex. This falsified product has not yet been subject to
laboratory analysis.

The manutacturer Bio-Manguinhos/Fiocruz has stated that:
- They do not manufacture Polysaccharide Meningococcal ACWY Vaccine
- Based on examination of the photographs they can confirm that this packaging is falsified

No adverse events following immunisation attributed to this falsified vaccine are known to have been reported
at this stage.

On the basis of the above information, any Meningococeal ACWY Vaccine claiming to be manufactured by
“Bio-Manguinhos/Fiocruz™, should be considered falsified and reported.
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WHO Global Surveillance and Monitoring System
Substandard and Falsified Medical Products
AINWHO Medieal Product Alerts are available at the following link:
http:/wwsw.whodint/medicines/publications/drugalerts/en/
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RAS-Formular fiir Risikoklasse 1 oder Il und fiir follow-up-Meldungen

DRINGEND - BITTE SOFORT AUSLIEFERN! IMPORTANT - DELIVER IMMEDIATELY

Rapid Alert Notification of a Quality Defect / Recall

Add Letter Head of Sender( Meldende Stelle

1. To / Empféanger: FAX
] | Bundesinstitut fir Arzneimittel und Medizinprodukte (BfArM) 0228-207-4636
Bundesamt fur Verbraucherschutz und Lebensmittelsicherheit (BVL) 282&98444-

Paul-Ehrlich-Institut - Bundesamt fiir Sera und Impfstoffe - (PEI)

06103/77-1263

Oberste Landesgesundheitsbehbrde

Oyao o

Oberste Landesveterinéirbehirde

2. Product Recall Class of Defect:@ il
(circle one)

3. Falsification/Fraud (specify)*

Suspected Falsification

4., Product: 5. Marketing Authorisation Number: *

Harvoni® 90 mg/400 mg

For use in humans/animale-{delete as required)

6. Brand/Trade Name: Harvoni

7. INN or Generic Name: Sofosbuvir, Ledipasvir

8. Dosage Form: Solid Oral Dosage Form

9. Strength: Sofosbuvir 400 mg / Ledipasvir
90mg

10. Batch number (and bulk, if different):
16SFC021 (bulk)

16SFC021D {Secondary  packaged
product)

11, Expiry Date: June 2018

12. Pack size and Presentation: A carton
containing a High density polyethylene
(HDPE) bottle with a polypropylene child-
resistant closure with an induction seal,
containing 28 film-coated tablets, polyester
fibre and a silica gel desiccant

13. Date Manufactured: 15 June 2016

Quelle: 121101_F04_01

offentlich
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14. Marketing Authorisation Holder:
Gilead Sciences Cambridge International Ltd
Cambridge

CB216GT

UK

15. Manufacturert:

Gilead Sciences Ireland UC

{DA Industrial Estate 16. Recalling Firm (if different):
Carrigtohill Gilead Sciences GmbH, Martinsried
Co. Cork

| lreland Contact Person: Tanja Rohkamm
Contact Person: Ruth Gould Telephone: +49 (89) 89980028

Telephone: + 353 (21) 4825506

17. Recall Number Assigned (if available): -

18. Details of Defect/Reason for Recall:

A suspected falsification of the medicinal product Harvoni® 90 mg / 400 mg film coated
tablets from the company Gilead, which has reached the German market and was discovered
in a pharmacy in North-Rhine-Westphalia.

The tablets are not orange as specified, but white. The packages bear the Lot number
16SFC021D (expiry date 06/2018), which Is a real existing lot for the German market. The
falsified tablets only differ from the original in the white colour. The package of the tablets as
well as the form and embossing of the tablets match the original.

The origin of the suspected falsification as well as the content of the tablets are currenily
under investigation.

Currently the known supply chain is:
1. Lopstar Pharma Solutions Unipessoal LDA. Portugal
Pharma World 24 B.V. (Celesiusweg 32-38, 5928 PR Venlo, Netherlands)
Herz Apotheke Berlin, Bad Str. 57-58, 13357 Berlin, Germany (Pharmacy with WDA)
Haemato Pharm GmbH, Germany
Phoenix Pharma-Einkauf GmbH Mannheim, Germany
Phoenix Pharmahandel Vertriebszentrum Herne, Germany

LA LBl

The Supplier of Lopstar (Portugal) is unknown.
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[ 19. information on disiribution including exports (type of customer, e.g. hospitals): *
The bulk-batch (16SFC021) was distributed to following countries:

Germany, Turkey, Ireland, Netherlands, Poland, France, Italy, Singapore, Slovakia, Czech
Republic, Great Britain, Israel and Spain

20. Action taken by Issuing Authorlty:
Information of BfArM and EMA

Initiation of Recall (Immediate information on the websites of AMK, PHAGRO-System,
Publication in the pharmaceutical press (PZ/IDAZ)

Initiation of sampling

21. Proposed Action:
Surveillance of Recall

22, From (Issuing Authority):
. 23. Contact Person:
Government of Upper Bavaria ) )
L Dr. Gabriele Wanninger
Maximilianstrae 39

Telephone:
80538 Munich ephone
L +49 89 2176 2171
,,/‘ i i .;-".'f 47,": .
N ; ] 03 . .
24. Signegy :’-;W’u»/\ 5. Date: 02.06.2017 26. Time:

* Information not required, when notified from outside EU.

T 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 Qualified
Person has certifiedthe 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 defiver the document to the addressce, you are hereby notified that
any review, disclosure, dissemination, copying, or other action based on the content of this
cemmunication 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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