RAN-Formular [Rapid-Alert-Notification) zur Mitteilung (iber den RAS-Verteiler

DRINGEND - BITTE SOFORT AUSLIEFERN! IMPORTANT - DELIVER IMMEDIATELY

Rapid Alert Notification of a Medicinal Product Falsification
X ASSUMED [0 REASONABLY SUSPECTED [l VERIFIED

Staatliches Gewerbeaufsichtsamt Braunschweig, Dezemat 21 Ludwig-Winter-Strasse 2,
38120 Braunschweig

1. To/Empféanger: FAX

,q{ Bundesinstitut fir Arzneimittel und Medizinprodukte {Bfmfl:'l} 0228-207-4636

01 Bundesamt fir Verbraucherschutz und Lebensmitlelsicherheit (BVL) | 030-18444-30409
o Paul-Ehrlich-Institut/Bundesamt fiir Sera und Impfstoffe (PEI) D6103-77-1263

Niedersachsisches Ministerium fir Soziales,

Gesundheit und Gleichstellung
Postfach 141, 30001 Hannover
Refarat 402 - Arzneimitielwesen

2. Classification fnof mandatory)

3.

Falsification

Assumed falsification due to open seal

4. Product; 5. Marketing Authorisation Mumber: *
See annex 1 | see annex 1
For use in humans/arimals{celets as required)
€. Brand/Trade Name: see annex 1 . 7. INN or Generic Name: J.
8. Dosage Form: see annex 1 9. Strength: see annex 1

10. Balch number (and bulk, if different): 11. Expiry Date: see annex 1
| see annex 1
12. Pack size and Presentation: see annex | 13. Date Manufactured:* J.
1
14, Marketing Authorisation Holder: see annex 1
15. Manufacturer™ 16. Recalling Firm ol
-\__\_\___ ---'_'_'_,—F.-F---
Contact Person: H:"“'s-c:t:_
_—"-F'----FF'_'_ --\-‘-‘---\-\-\-"—\_
- Telephone: |' T e
17. Rapid Alert Motification Reference Mumber: DE_

18,

Details: packages were sold with opened seals

dffentlich




19.

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

The wholesaler Prokuri Pharma GmbH, Alidorfer Stralte 28, 72663 Groftbettlingen in Germany

bought medicinal products from various wholesalers with open seal. The wholesaler Mad-

X-Press GmbH, Pracherstieg 1, 38644 Goslar, Germany s the service provider for Prokuri

Pharma GmbH. Med-X-Press is responsible for the receiving of the medicinal products,
the storage and the packaging for distribution of the products. These products according
to annex 1 are in the status of blocked goods in the storage area of Med-X-Press.

In regards to further investigation we noticed much more medicinal products which were sold
(vial Med-X-Press GmbH) with open seal in the past (see attached list of incoming goods).

The list of outcoming goods is not complete jet and will be send as soon as possible.

20. Action taken by lssuing Authority: Information of the competent authorities by RAN
21. Proposed Action:

22 23.

24. Signed: Petra Honl 25. Date: 20.11,2&!19
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