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Patient Health Protection

|List of medicinal products under additional monitoring

Related Information:

Additional monitoring explained: http://www.ema.europa.eu/ema/index.jsp?curl=pages/special topics/document listing/document_listing 000365.jsp

Good Pharmacovigilance Practice Module on additional monitoring:

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document listing/document listing 000345.jsp

To note: All products added to the list in October 2013 are highlighted in red font.

Date of

Product name

Active Substance (s)

Reason (s) on list

Marketing Authorisation Holder (s)

Takeda Global Research and Development

Link to Product Information

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin

Inclusion

Adcetris Brentuximab vedotin New active substance, conditional authorisation Centre (Europe) Ltd. es/002455/human_med_001588.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Aldurazyme Laronidase Authorised under exceptional circumstances Genzyme Europe B.V. es/000477/human_med_000636.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
AMYVID Florbetapir [18F] New active substance Eli Lilly Nederlands B.V. es/002422/human_med_001611.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Arzerra Ofatumumab Conditional authorisation Glaxo Group Limited es/001131/human_med_001300.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Atriance Nelarabine Authorised under exceptional circumstances Glaxo Group Limited es/000752/human_med_000656.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
ATryn Anti-thrombin alpha Authorised under exceptional circumstances GTC Biotherapeutics UK Limited es/000587/human_med_000658.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/hum
an/medicines/002514/human_med_001645.jsp&mid=WC0b01ac058001
Aubagio Teriflunomide New active substance Sanofi-aventis Groupe di24 October 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Benlysta Belimumab New active substance Glaxo Group Ltd es/002015/human_med_001466.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Betmiga Mirabegron New active substance Astellas Pharma Europe B.V. es/002388/human_med_001605.jsp&mid=WC0b01ac058001d124 April 2013
Meningococcal group-B vaccine (rDNA, http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Bexsero component, adsorbed) New active substance Novartis Vaccines and Diagnostics S.r.l. es/002333/human_med_001614.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
BindRen Colestilan New active substance Mitsubishi Pharma Europe Ltd. es/002377/human_med_001595.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Bosulif Bosutinib New active substance, conditional authorisation Pfizer Limited es/002373/human_med_001613.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Bretaris Genuair Aclidinium bromide New active substance, pPASS? Almirall, S.A. es/002706/human_med_001570.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Caprelsa Vandetanib New active substance, conditional authorisation AstraZeneca AB es/002315/human_med_001529.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Ceplene Histamine dihydrochloride Authorised under exceptional circumstances Meda AB es/000796/human_med_000691.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Champix Varenicline PASS* Pfizer es/000699/human_med_000696.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Cinryze c1 inhibitor, human PASS* ViroPharma SPRL es/001207/human_med_001448.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general
Cleviprex emulsion for injection 0.5 mg/ml Clevidipine New active substance The Medicines Company UK Limited content_000155.jsp&mid=WC0b01ac0580036d63 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Constella Linaclotide New active substance Almirall, S.A. es/002490/human_med_001597.jsp&mid=WC0b01ac058001d124 April 2013
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
Cuprymina Copper (64Cu) chloride New active substance Sparkle S.r.1 es/002136/human_med_001578.jsp&mid=WC0b01ac058001d124 April 2013

Cyproterone acetate and Ethinylestradiol
containing medicinal products (For full list of

products see Annex | )

Dacogen

Cyproterone acetate and Ethinylestradiol

Decitabine

PASS*

New active substance

Various (For full list see Annex 1)

Janssen-Cilag International B.V.

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general
content_000155.jsp&mid=WC0b01ac0580036d63

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin

e€s/002221/human_med_001589.jsp&mid=WC0b01ac058001d124

August 2013

April 2013


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002455/human_med_001588.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002455/human_med_001588.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000477/human_med_000636.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000477/human_med_000636.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002422/human_med_001611.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002422/human_med_001611.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001131/human_med_001300.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001131/human_med_001300.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000752/human_med_000656.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000752/human_med_000656.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000587/human_med_000658.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000587/human_med_000658.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002514/human_med_001645.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002514/human_med_001645.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002514/human_med_001645.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002015/human_med_001466.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002015/human_med_001466.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002388/human_med_001605.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002388/human_med_001605.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002333/human_med_001614.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002333/human_med_001614.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002377/human_med_001595.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002377/human_med_001595.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002373/human_med_001613.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002373/human_med_001613.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002706/human_med_001570.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002706/human_med_001570.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002315/human_med_001529.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002315/human_med_001529.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000796/human_med_000691.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000796/human_med_000691.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000699/human_med_000696.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000699/human_med_000696.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001207/human_med_001448.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001207/human_med_001448.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002490/human_med_001597.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002490/human_med_001597.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002136/human_med_001578.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002136/human_med_001578.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/08/WC500147611.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/08/WC500147611.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/08/WC500147611.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/08/WC500147611.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002221/human_med_001589.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002221/human_med_001589.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/document_listing/document_listing_000365.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000345.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/document_listing/document_listing_000345.jsp

Daliresp

Daxas

Diacomit

Dificlir

Edarbi

Edurant

Ekistol

Eklira Genuair

Elaprase

Eliquis

Elvanse?

Enurev Breezhaler

Erivedge

Esbriet

Eurartesim

Eviplera

Evoltra

Exjade

Eylea

Fampyra

Firdapse

Fluenz

Forxiga

Fycompa

Gilenya

Giotrif

Glybera

Halaven

Hexacima

Hexyon

Hizentra

HyQvia

Roflumilast

Roflumilast

Stiripentol

Fidaxomicin

Azilsartan medoxomil

Rilpivirine

Cilostazol

Aclidinium bromide

Idursulfase

Apixaban

Lisdexamphetamine

Glycopyrronium bromide

Vismodegib

Pirfenidone

Dihydroartemisinin / piperaquine phosphate

Emtricitabine / rilpivirine / tenofovir disoproxil

Clofarabine

Deferasirox

Aflibercept

Fampridine

Amifampridine

Influenza vaccine (intranasal, live attenuated)

Dapagliflozin

Perampanel

Fingolimod hydrochloride

Afatinib

Alipogene tiparvovec

Eribulin mesylate

Diphtheria, tetanus, pertussis (acellular,
component), hepatitis B (rDNA), poliomyelitis
(inactivated) and Haemophilus influenzae type B
conjugate vaccine (adsorbed)

Diphtheria, tetanus, pertussis (acellular,
component), hepatitis B (rDNA), poliomyelitis
(inactivated) and Haemophilus influenzae type B
conjugate vaccine (adsorbed)

Human normal immunoglobulin

Human normal immunoglobulin

PASS!

PASS!

Conditional authorisation
New active substance
New active substance

New active substance

PASS!

New active substance, PASS?

Authorised under exceptional circumstances
New active substance

New active substance

PASS*

New active substance, conditional authorisation

New active substance, PASS?

New active substance, PASS?

New active substance

Authorised under exceptional circumstances
PASS!

New active substance

New active substance, conditional authorisation
Authorised under exceptional circumstances
New active substance

New active substance

New active substance

New active substance, PASS?

New active substance

New active substance, authorised under
exceptional circumstances

New active substance

New biological

New biological

New biological

New biological

Takeda GmBH

Takeda GmBH

Biocodex

Astellas Pharma Europe B.V.

Takeda Global Research and Development

Centre (Europe) Ltd.

Janssen-Cilag International B.V.

LACER S.A.

Almirall, S.A.

Shire Human Genetic Therapies AB

Bristol Myers Squibb/ Pfizer EEIG

Shire Pharmaceutical Contracts Limited

Novartis Europharm Ltd

Roche Registration Limited

InterMune UK Ltd

Sigma-tau Industrie Farmaceutiche Riunite
S.p.A.

Gilead Sciences International Limited

Genzyme Europe B.V.

Novartis Europharm Limited

Bayer Pharma AG

BIOGEN IDEC LTD.

BioMarin Europe Ltd

MedIlmmune LLC

Bristol-Myers Squibb / AstraZeneca EEIG

Eisai Europe Ltd

Novartis Europharm Ltd

Boehringer Ingelheim International GmbH

uniQure biopharma B.V.

Eisai Europe Ltd

Sanofi Pasteur S.A.

Sanofi Pasteur MSD, SNC

CSL Behring GmbH

Baxter Innovations GmbH

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002398/human_med_001415.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/001179/human_med_001363.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/000664/human_med_000742.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002087/human_med_001511.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
€s/002293/human_med_001512.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002264/human_med_001513.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals
/Cilostazol-
containing_medicines/human_referral_000338.jsp&mid=WC0b01ac05805c516f
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002211/human_med_001571.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/000700/human_med_000757.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002148/human_med_001449.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general
content_000155.jsp&mid=WC0b01ac0580036d63
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002691/human_med_001579.jsp&mid=WC0b01ac058001d124

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002602/human_med_001659.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002154/human_med_001417.jsp&mid=WC0b01ac058001d124

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
€s/001199/human_med_001450.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002312/human_med_001514.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/000613/human_med_000773.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/000670/human_med_000780.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002392/human_med_001598.jsp&mid=WC0b01ac058001d124

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002097/human_med_001432.jsp&mid=WC0b01ac058001d124

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/001032/human_med_001298.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
€s/001101/human_med_001405.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002322/human_med_001546.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002434/human_med_001572.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002202/human_med_001433.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/hum

an/medicines/002280/human_med_001698.jsp&mid=WC0b01ac058001
diz4a

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002145/human_med_001480.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002084/human_med_001427.jsp&mid=WC0b01ac058001d124

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002702/human_med_001640.jsp&mid=WC0b01ac058001d124

http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002796/human_med_001641.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002127/human_med_001440.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicin
es/002491/human_med_001647.jsp&mid=WC0b01ac058001d124

June 2013

June 2013

April 2013

April 2013

April 2013

April 2013

September 2013

April 2013

April 2013

April 2013

April 2013

April 2013

August 2013

April 2013

April 2013

April 2013

April 2013

April 2013

April 2013

April 2013

April 2013

April 2013

April 2013

April 2013

April 2013

October 2013

April 2013

April 2013

July 2013

July 2013

September 2013

September 2013


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002398/human_med_001415.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/002398/human_med_001415.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001179/human_med_001363.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001179/human_med_001363.jsp&mid=WC0b01ac058001d124
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Indacaterol/glycopyrronium bromide
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Tocofersolan d-alpha tocopheryl polyethylene
glycol succinate

A/H5N1 pre-pandemic influenza vaccine (whole

virion, vero cell derived, inactivated)

Boceprevir

Alogliptin/metformin

Alogliptin

Human coagulation factor VII1 / human
von Willebrand factor

Everolimus

Tafamidis

Anagrelide

Crizotinib

Rivaroxaban

Denosumab

Collagenase Clostridium histolyticum

Indacaterol/glycopyrronium bromide

Enzalutamide

Bromfenac

Ipilimumab

Trabectedin

Aflibercept

Vemurafenib

Ceftaroline fosamil

Abiraterone

PASS*

Conditional authorisation

Authorised under exceptional circumstances

New active substance

New active substance

New active substance

New active substance

New biological

Conditional authorisation

New active substance, authorised under
exceptional circumstances

Authorised under exceptional circumstances

New active substance, conditional authorisation

PASS!
New biological

New active substance

PASS®

New active substance

New active substance

New active substance, PASS?

Authorised under exceptional circumstances
New active substance

New active substance

New active substance

New active substance

Novartis Europharm Ltd

Amgen Europe B.V.

Orphan Europe S.A.R.L.

Baxter Innovations GmbH

Merck Sharp & Dohme Limited

Takeda Pharma A/S

Takeda Pharma A/S

CLS Behring GmbH

Novartis Europharm Ltd

Pfizer Speciality UK Limited

Shire Pharmaceutical Contracts Ltd.

Pfizer Ltd

Bayer Pharma AG

Amgen Europe B.V.

Pfizer Ltd

Novartis Europharm Ltd

Astellas Pharma Europe B.V.

Croma-Pharma GmbH

Bristol Myers Squibb Pharma EEIG

Pharma Mar, S.A.

Sanofi-Aventis

Roche Registration Ltd

AstraZeneca AB

Janssen-Cilag International B.V.

1 PASS: Post-authorisation safety study. Study designed to confirm, further characterise or refute a safety signal which has been associated with a specific drug.

2 Also known in some EU countries as Tyvense.

3 Also known in some EU countries as Fluarix Tetra.
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