NOTIFICATION OF SHORTAGE

Fimea

Please, send the notification via email to address
registry@fimea.fi

1. Date of the notification (07.11.2019

N

2. First notification

3. Updated notification

| [

The first notification was given, date |

4. Unavailable from, date (01.07.2019

5. Estimated ending date of the shortage [15.02.2020 |

6. Nordic Article Number
(496320 |

7. Name of the medicinal product
[Omeprazol Actavis |

8. Strength
20 mg |

9. Pharmaceutical form
|gastro resistant capsules |

10. Active ingredient(s)
[Omeprazolum |

11. Package size

[N100 |
12. Medicinal product for human use
13. Veterinary medicinal product |:|

14. Mandatory storaged medicinal product

Yes |E| No |:|

15. ATC-code
| A02BCO1 |

16. Marketing authorisation holder
| Actavis Group PTC ehf |

17. Contact details of the marketing authorisation holder or of a representative

Company |SanoSwiss UAB |

Contact Person [Svetlana Slekiene |

Telephone |+370 650 84353 |

Email |svetlana.slekiene@sanoswiss.com |

Laakealan turvallisuus- ja kehittamiskeskus | Sakerhets- och utvecklingscentret for lakemedelsomradet | Finnish Medicines Agency
PL 55, 00034 FIMEA | Puh. 029 522 3341 | kirjaamo@fimea.fi | www.fimea.fi | Y-tunnus 0921536-6
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NOTIFICATION OF SHORTAGE

Fimea

Sections 1-17 will be published on Fimea’s website and all of these details have to be filled in when notifying
Fimea for the first time. Information in the appendix of the form have to be sent to Fimea by using secure mail
as soon as possible before estimated ending date of the shortage.

Fimea will remove this notification from its website after estimated ending date of the shortage. Any updating
of the information in the notification form or its appendix has to be done before estimated ending date.

Save

Laakealan turvallisuus- ja kehittamiskeskus | Sakerhets- och utvecklingscentret for lakemedelsomradet | Finnish Medicines Agency
PL 55, 00034 FIMEA | Puh. 029 522 3341 | kirjaamo@fimea.fi | www.fimea.fi | Y-tunnus 0921536-6
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