HMA WGEO - Rapid Alert Form
Counterfeit or illegal product found in the illegal supply chain

Shaded area to be completed by the secretariat

Reference:

Date: | Time: | Initials:

Please complete sections 1 to 5 providing as much information as possible.

1. REPORTING PERSON
Name: Position:

Organisation:

Address:

Telephone No: Ext:

e-mail address:

2. PRODUCT DETAILS ‘

Product name: NutropinAq

Manufacturer/Supplier:

IPSEN PHARMA BIOTECH S.A.S., Parc d*Activités du Plateau de Signes, CD
no 402, 83870 Signes, France

MAH holder : Ipsen Pharma, 65 quai Georges Gorse, 92100 Boulogne-
Billancourt, France

Legal status: Banned [ ] Counterfeit (] Unlicensed [ ] Stolen [X]

Dosage form:  Solution for injection / Pack size : 3 x 2ml cartridges
Strength: 10mg/2ml (30 IU

Batch / lot no: M00481

Is batch number genuine: Yes X] No []

If yes to the above, advise batch destination country: Not applicable
Expiry date: 08/2018

Language of packaging: French, Dutch, German

Date of discovery: End of March 2017

Details of discovery:

On 20th January 2017 a delivery of 4 boxes containing NutropinAQ took place
from Ipsen Pharma Biotech (manufacturer) (for Ipsen Pharma (France)) to the
warehouse in Belgium. Upon receipt at the warehouse, a random check of one




box was performed. This box was complete. However, at the end of March,
during the preparation of an order, the warehouse identified that 2 of the 4
boxes were incomplete, a shortage of 101 packs of 3 cartridges NutropinAQ
10mg/2ml. The warehouse informed Ipsen Pharma NV. An investigation is
ongoing. There is a potential risk that the 101 missing packs of 3 cartridges
NutropinAQ 10mg/2ml are circulating on the illegal market.

Analysed: YES []NO X

If yes, result of analysis: -

3. DISTRIBUTION METHOD

Internet:  YES [] /NO[X] (not exclusively through the internet)

Internet: Non internet, advise full details:
URL: -

Website address:
Other details:

Currency of payment:

Has product reached patients/consumers?
4. RISK TO PUBLIC HEALTH
Adverse reactions: YES []/ NO X

If yes, please advise details: -

Medical assessment details:

5. NEED FOR PUBLICITY

Details as per original form

Are you making a public statement? YES []/NO X

Are you issuing a press release? YES[X]/NO []
Are you recalling product? YES [X]/ NO []

If yes to any of the above, when do you intend to take action?

Action was taken on 25th November 2016 (recall, note published on the
AEMPS website1).




6. DISSEMINATION ‘

Are you content for this Rapid Alert to be shared outside WGEO membership?
YES [X] / NO [] (please see below)

If yes, please specify which of the below you are content for this to be shared

with (you may tick more than 1 box)

Law Enforcement X] Industry Security [ ] Trade Associations []
Traders [] Other [] Please specify
7. PHOTOGRAPH

If possible, please attach a photograph of the product. -
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