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MHRA NEW DRUGS UNDER INTENSIVE SURVEILLANCE

nd Heslthesre products
Reguatory Agency

COMMITTEE ON SAFETY

REPORT ANY ADVERSE REACTION WHICH COULD CONCEIVABLY BE ASSOCIATED WITH: OF MEDICINES

New additions this month: Bonviva (Ibandronic acid)

Removals this month: Fludara (Fludarabine), Zyban (Bupropion), Cipralex (Escitalopram), Ebixa (Memantine), Xalacom (Latanoprost & Timolol)

Trade Name/s (Generic Name) Trade Name/s (Generic Name) Trade Name/s (Generic Name)
Abilify (Aripiprazole) v Hepsera (Adefovir dipivoxil) M virus)
Advate (Octocog alfa) v Herceptin (Trastuzumab) v Revatio (Sildenafil citrate) v
Alimta (Pemetrexed) v Hipfix (Human blood coagulation factor IX) ¥ Revaxis (Diphtheria, tetanus, inactivated v
Aloxi (Palonosetron) v Humira (Adalimumab) v poliomyelitis virus)
Alvesco (Ciclesonide) M Inductos (Dibotermin alfa) v Riamet (Artemether & Lumefantrine) v
Amavio (Ciclesonide) v Inegy (Ezetimibe & Simvastatin) v Risperdal Consta (Risperidone) v
Androgel (Testosterone gel) v Infanrix (Diphtheria Tetanus & Pertussis) ¥ Seractil (Dexibuprofen) v
Angeliq (Drosperinone/Estradiol) v Infanrix-HIB ( Diphtheria Tetanus Pertussis ¥ Silkis (Calcitriol) v
Angiox (Bivalirudin) M & Haemophilus Influenza B) Somavert (Pegvisomant) v
Anzemet (Dolasetron) v Infanrix-IPV (Diphtheria, Tetanus, Pertussis, Y Sonovue (Sulphur hexafluoride) v
Apidra (Insulin glulisine) v and inactivated polio virus) Spiriva (Tiotropium bromide monohydrate) ¥
Aptivus (Tipranavir) v Inspra (Eplernone) v Stalevo (Levodopa/Carbidopa/Entacapone) ¥
Aranesp (darbepoetin alfa) v Insuman Basal (Human insulin) v Strattera (Atomoxetine hydrochloride) v
Arava (Leflunomide) M Insuman Comb (Human insulin) v Synagis (Palivizumab) v
Arcoxia (Etoricoxib) v Insuman Rapid (Human insulin) v Synastone (Methadone injection) v
Arixtra (Fondaparinux) M Invanz (Ertapenem) v TachoSil (Fibrinogen/thrombin) v
Asmanex Twisthaler (Mometasone Furoate) Y Isovorin (Levofolinic Acid) v Tamiflu (Oseltamivir) v
Atrovent CFC-free (Ipratropium bromide) ¥ Ivabradine (Procoralan) v Tarvce\./a (Erlotinib) v
Avandamet (Rosiglitazone/Metformin) v Kentera (Oxybutynin transdermal patch) M Targretin (Bexarotene) v
Avastin (Bevacizumab) v Keppra (Levetiracetam) v Tasn.lar (Tolcapone) . v
Avelox (Moxifloxacin) v Ketek (Telithromycin) M Telz.1r (Fosamprenavir) v
Azilect (Rasagiline) v Kineret (Anakinra) v Tfastlm (Testosterqne ge.l) v
BCG Vaccine SSI (BCG) v Kivexa (Abacavir/Lamivudine) v T%lade (N-edoc‘romll sodium) v
Bondronat (Ibandronic acid) v Lantus (Insulin glargine) M Tisseel Kit (Flt?rlnogen) v
Bonviva (Ibandronic acid) v Levemir (Insulin determir) v Topamax (Topiramate) v
Busilvex (Busulfan) v Levitra (Vardenafil) M Tracleer (Bosentan) v
Carbaglu (Carglumic acid) v Lumigan (Bimatoprost) v Tramacet (Tramadol/Paracetamol) v
Cardicor (Bisoprolol) v Lyrica (Pregabalin) v Trgva‘tan (TraYaprost) _ v
Ceprotin (Human Protein C) v Mabcampath (Alemtuzumab) v Tr¥apm (Felodlp}ne & Ramlprll) v
Chirocaine (Levobupivacaine) v Malaronft Paediatric (Atovaquine & v Trisenox (Arse.m.c tr%oxlde) _ . v
Cialis (Tadalafil) v Proguanil) Truvada (Emtricitabine/tenofovir disoproxil) ¥
Co-diovan (Valsartan & v Metvix (Methylaminolevulinate Hel) v Uftoral(Tegafur/Uracil) v
Hydrochlorothiazide) Miacalcic Nasal Spray(Calcitonin (salmon)) ¥ Valcyte (Valganciclovir Hel) v
Combigan (Brimonidine tartrate & Timolol ¥ MicardisPlus (Telmisartan & v Varilrix (Varicella virus OKA strain) v
maleate) Hydrochlorothiazide) Varivax (Varicella virus OKA strain) v
Concerta XL (Methylphenidate v Mimpara (Cinacalcet) M Velcade (Bortezomib) v
Hydrochloride) Myocet (Doxorubicin) v Vaniqa (Eflornithine) v
Cosmofer (Iron Dextran Complex) v Navelbine capsules (Vinorelbine) M Ventavis (Iloprost) v
Crestor (Rosuvastatin) v Nebido (Testosterone undecanoate) v Vesicare (Solifenacin succinate) v
Cymbalta (Duloxetine) v Neulasta (Pegfilgrastim) v Viadur (Leuprorelin) v
Depocyte (Cytarabine intrathecal only) M Nexium IV (Esomeprazole) v Viread (Tenofovir diproxil) v
Dukoral (Cholera vaccine) v Normosang (Hemin) M Wilzin (Zinc acetate dihydrate) v
Duodopa (Levodopa and Carbidopa) Octegra (Moxifloxacin) v Xagrid (Anagrelide) v
Dynastat (Parecoxib) v Opatanol (Olopatadine), v Xeloda (Capecitabine) v
Elidel (Pimecrolimus) v Oxynorm injection (Oxycodone) v Xigris (Drotrecogin alfa [activated]) v
Emend (Aprepitant) v Ovitrelle (Choriogonadotropin alfa) v Xolair (Omalizumab) v
Emtriva (Emtricitabine) v Pediacel (Tetanus, diphtheria, acellular v Xyzal (Levocetirizine) v
Enbrel (Etanercept) v pertussis,_ inagtivated poliomyelitis, Yentreve (Duloxetine) v
Enzira (Influenza virus, split virion v haemophilus }nﬂuenza type B) Ytracis (Yttrium chloride) v
inactivated) Pegasys (Peginterferon alpha-2a) y Zavesca (Miglustat) v
Erbitux (cetuximab) v Perfalgan (Paracetamol) M Zemplar (Paracalcitol) v
Evra (Norelgestromin-ethinylestradiol) v Photofrin (Porfimer Sodium) v Zenapax (Daclizumab) v
Ezetrol (Ezetimibe) v Physeptone (Methadone injection) \ Zevalin (Ibritumomab tiuxetan) v
Faslodex (Fulvestrant) v Pletal (Cilostazol) v Zibor (Bemiparin sodium) v
Fasturtec (Rasburicase) v Prevenar (Pneumococcal saccharide) M Zomig Nasal Spray (Zolmitriptan) v
Femara (Letrozole) v Prexige (Lumiracoxib) v Zonegran (Zonisamide) v
Fendrix (Hepatitis B (rDNA)) v Primovist (Gadoxetic Acid) y Zyprexa IM (Olanzapine) v
Flolan 1.5mg (Epoprostenol) v Protelos (Strontium ranelate) M Zyvox (Linezolid) \
Fosavance (Alendronic acid and v Protopic (Tacrolimus) y
Colecalciferol) Provigil (Modafinil) v
Forsteo (Teriparatide) v Rapamune (Sirolimus) v
Foscan (Temoporfin) v Raptiva (Efalizumab) v
Freathe (Ciclesonide) v Rectogesic (Glyceryl trinitrate) M
Fuzeon (Enfuvirtide) v Remicade (Infliximab) v
Gadovist (Gadobutrol) v Repevax (Low dpsg diphtheria, tet_anus, - v
Glivec (Imatinib) v acellular pertussis, inactivated poliomyelitis

How to report: Where to send your report:

Yellow cards can be found in: CSM Freepost London SW8 5BR

*  The BNF * ABPI Data Sheet Compendium or if you are in one of the following NHS Regions:

*  FP10 prescription pads * The OTC Directory CSM West Midlands Freepost Birmingham B18 7BR CSM Wales Freepost Cardiff CF4 1ZZ

or by calling the National Yellow Card Information Service on 0800 731 6789
or online at www.yellowcard.gov.uk

CSM Northern Freepost 1085 Newcastle-upon-Tyne NE1 1BR

CSM Mersey Freepost Liverpool L3 3AB




