4. Hafta

Piyvasadaki biyolojik Grunler



Top 10 best-selling biotech drugs worldwide in 2012 (in million U.S.
dollars)

Humira (AbbVie) 9,266
Enbrel (Amgen) 7,967
Rituxan (Bicgen Idec) 7,049
Remicade (Johnson & Johnson) b,564
Herceptin (Roche) 6,188

Avastin (Roche) 6,059

Trade name (Manufacturer)

Meulasta (Amgen) 4,052

Lucentis (Roche) 4,003

Avonex (Biogen Idec) 2,913

Rebif (Merck) 2,408
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Figure 1: FDA Approvals of New Biopharmaceutical Products, 1982-2009

B = recombinant proteins/Mabs
= non-recombinant biopharmaceuticals (vaccines and blood products)
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One-third of NME approvals by the FDA
in 2012 were cancer related

Drug Name Active Ingredient | Approval Date Indication
Inlyta axitinib 1127112 Renal Cell Carcinoma
Erivedge vismodegib 1/130/12 Basal Cell Carcinoma
Perjeta pertuzumab 6/8/12 HER2+ metastatic breast cancer
Kyprolis carfilzomib 7/20/12 Multiple Myeloma
Zaltrap ziv-aflibercept 8/3/12 Colorectal Cancer
Neutroval tbo-filgrastim 8/9/12 Cancer treatment related Neutropenia
Xtandi enzalutamide 8/31/12 Castrate-Resistant Prostate Cancer
Bosulif bosutinib 9/4/12 Chronic Myeloid Leukemia (CML)
Choline C | | Injection Choline C | | 912/12 PET imaging agent for Prostate Cancer
Stivarga regorafenib 9127112 Colorectal Cancer
Synribo omacetaxine 10/26/12 CML
Cometriq cabozantinib 11/29/12 Medullary Thyroid Cancer
Iclusig ponatinib 12/14/12 CML

Source: FDA 2012 NME approval data published on htepi//fdagov, accessed Dec 31,2012
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11. HAFTA
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* Turkiye ilac pazarinda, 183 referans
biyoteknolojik, 38 biyobenzer ilac
bulunmaktadir. Biyobenzer ilaclardan 13
tanesinin (%34) Uretimi tlkemizde
vapilmaktadir. Biyoteknolojik ilaclarin receteli

ilaclar icerisindeki payi ise 2015’te tutar olarak
%17 seviyesindedir.



12. HAFTA

Referans biyoteknolojik ila¢ pazarini inceledigimizde 2014’te 2,09
milyar TL olan pazar 2015’te %19,4 biyuyerek 2,5 milyar TLye
ulasmistir. Bu ilaclarin receteli ilac pazarindaki payi ise 2015 yilinda
%16,6’ya ulasmistir.

Turkiye’de absiksimab, enoksaparin sodium, epoetin alfa,
eritropoetin, eritropoetin alfa, filgrastim, infliksimab, somatropin
iceren biyobenzer Urunler ruhsatlandirilmistir. Bunlardan
Turkiye’de Uretimi olanlar; enoksaparin sodyum, epoetin alfa,
infliksimab etkin maddelerini icermektedir.

Biyobenzer ila¢ pazarini inceledigimizde 2015'te %59,3’lik artis
gostererek 73,6 milyon TLl'ye ulastigi gortulmektedir.
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2009 yilinda biyobenzer ilaclar biyoteknolojik ilaclar icerisinde neredeyse hic yer
almazken, 2015'te degerde %3, kutuda %7/ oraninda pay almaktadir.




