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Know-X Rapid Alert

Administrative information

Type of reporting entity: Health

Name of the reporting entity: Norwegian Medicines Agency

Reporting country: Norway

Reporting date: 07/09/2021

Main contact: Line SAXEGAARD

Phone: +4791367370

Email: line.saxegaard@noma.no

Laboratory / Authority case number: 20/22111

Other contact: Bodil Weng Phone: Email: rapidalert@noma.no

Sample provider: Other (Please specify)

Date of seizure:

Sample origin: Other No sample, theft

Product description

Product type: Medicinal products for human use Covid Vaccine

Medical device group:

Medical device class:

Notified Body name and address for MD:

MD registered with competent authority:

Product name labelled: Comirnaty

Dosage form: Solution for injection Concentrate

Active ingredient labelled: SARS CoV-2 mRNA, nucleosidmodified Strength: Unit of measurement:

Therapeutic class labelled: Other

Packaging type: Packs Box with 40 vials, containing 240 vaccine

doses Primary/Secondary: secondary

Batch number: FG7372 Expiry date: 12/2021

Unique identifier (A list can be attached at the end): N/A

Quantity (seized or received) and/or pack size:

Language labelling: English Same for all EEA-countries

Manufacturer/Marketing authorisation holder: Marketing authorisation holder (MAH)

Name: BioNTech Manufacturing GmbH

Distribution path: Distributor Normal, Pfizer to pharmacy to vaccination site, but not relevant.

Legal status in the reporting country (from a regulatory perspective): Licensed
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Product assessment

Active ingredient identified: Strength: Unit of measurement:

Analytical information:

Mass Information

Other analytical parameters:

Details for mass information:

Outcome

Analytical conclusion:

Criminal phenomenon: Stolen Theft happened at the vaccination site in the period 3rd to 5th September 2021

Follow-up / Actions

Involved authorities: Inspectorate Norwegian Medicines Agency

Public health risk assessment:

Risk communication:

Withdrawal / Recall information:

Additional information / comments

The vaccines had been taken out of the freezer and storet within 2-8 degrees C in a refrigerator at the vaccination site when they

were stolen. This movement of the vaccines from freezer to refrigerator changes their shelf life, and the real expiry date of the

vaccine vials are now 09/2021 (different from the labeled expiry date). The Norwegian police has been notified.
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