Thuéc innovator

Thuéc innovator - Thudc generic

TNLS ngau nhién cé déi chirng

e Dugc chat méi duoc phat minh, da chirng minh ATHQ ~ d3u tién: streptomycin

e Also
o dang bao ché méi
o ham luvgng mai

o cong thitc phoi hop mai
e VN: Cuc Quan ly Duroc la noi cap phép thuée mai

Thuéc generic
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¢ phai chirng minh bicequivalence (vé PK)

* 10 nam

e 1ti$

e doc quyén 20 ndm
(ttr khi chat méi dugc cong bd)
sau 20 ndm, noi =/= dugc san xuat
khéng can innovator déng y
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* GMP: good manufaturing practice
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Phat trién thuéc mdi tuan theo cac quy dinh

¢ GLP: good laboratory practice
* GCP: good clinical practice (chuan muc vé thiét ké - trién khai - thu thap - bao cdo nghién ciru)
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