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Attachment 1

Name(s) of product(s) affected
by the problem.

SOLIRIS

Pharmaceutical form.

Concentrate for solution for infusion

Strength, 300mg

Pack size and type. 1 x 30ml labelled vial with patient information leaflet in
carton.
UK & Ireland livery.

Language on pack Etj\glish
Alexion Europe SAS

Marketing Authorisation
Holders name and address.

1-15, avenue Edouard Belin
92}00 Rueil-Malmaison
Frﬁ‘ance

Details of defect or problem.

Slispected falsified medicinal product.

- The product received was in an amber glass vial (official
vial is a clear glass vial),

- ' The vial had no label but appeared as though a label had
been removed from the vial.

- | The carton was missing the patient information leaflet.

- Carton text error (bu instcad of by);

The text should read “Eculizumab is a humanised monoclonal
1gG2/4 k antibody produced in NSO cell line by recombinant
DNA technology”, but the pack states “Eculizumab is a

| humanised monoclonal IgG2/4 k antibody produced in NSO

cell line bu recombinant DNA téchnology”.

Manufacturer/Distribution

Alexion determined on 30 Mar. 2016 that this material
or%ginated in'Turl.cey and was sold to RCC Pharma, a
wholesaler in Switzerland. The product was received by a UK
tholesaler Bionical Limited (Bionical Limited are not a
cuistomer of Alexion).

3 vials of product from batch P0003601 were shipped from
Bi‘Pnical Limited to an R&D location in the USA on 21«
March 2016, arriving on 25x March 2016. The 3 vials of
product were supplied for R&D use, and not for human use.
Rafer to Pages 2-4: ‘DISTRIBUTION DETAILS SOLIRIS
300MG BATCH P0003601°
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DISTRIBUTION DETAILS bOLIRIS 300MG BATCH P0003601

PQ003601

122

52

.VP0003601 United Arab — 03 Jul 2015 072;\;;3 2015 192
Emirates

P0003601 Argentina 21 Aug 2015 12 Oct 2015 1032
P0003601 Brazil 24 Aug 2015 09 Aug 2015 6407
P0003601 Chile 15 Sep 2015 02 Oct 2015 50
Pd003601 Cyprus 14 Sep 2015 14 Sep 2015 20
P0003601 Czech Republic 21 Sep 2015 14 Oct 2015 234
P0003601 United Kingdom 21 Sep 2015 14 Oct 2015 4510
P0003601 Greece 16 Sep 2015 08 Oct 2015 85
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P00036071 Iceland 15 Sep 2015 15 Sep 2015
P0003601 Lithuania 21 Sep 2015 21 Sep 2015 4
P0003601 Latvia 07 Sep 2015 30 Sep 2015 13
P0003601 Peru 21 Aug 2015 23 Nov 2015 36
.

P0003601 Portugal 25 Aug 2015 23 Nov 2015 183
P0003601 Romania 01 Sep 2015 14 Oct 2015 40
P0003601 | Slovenia 02 Sep 2015 01 Oct 2015 67
P0003601 Slovakia 25 Aug 2015 07 Oct 2015 134
P0003601 Turkey 21 Aug 2015 09 Oct 2015 2770
P0003601 Taiwan, 14 Sep 2015 14 Sep 2015 210

Providence of

China
P0003601 South Africa 08 Sep 2015 12 Oct 2015 26
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