e Dugec chat lam thudc héa duoc

o xac dinh dwoc: TP, CT, d6 tinh khiét

¢ Thudc hda dugc bao gom ca thudc

o thuéc tiem duoec chiét xuat tir duoc liéu
o thudc két hop dugce chat va duoc liéu (chitng minh duoc tinh an toan, hiéu qua)

¢ Ban chat:
© Phan t nho
o Ché qua cac PUHH

e Biét duoc gde: innovator (dét)
® Thudc thay thé: generic (ré)

e ? Thudc SX bang chat cé ngudn géc sinh hoc (include dan xuat cia mau, huyét tuwong)

* Ban chat:
0 Phan tl |&n (protein)
0 Ché qua sy Tai té hop

¢ Sinh pham tham chiéu: phat minh
e Sinh pham twong ty (biosimilar): thay thé

e.g: KT don dong: dac hiéu cho KN cua TB UT
(thudc hoa duoc: khéng ddc hiéu --> kill ca TB lanh)

SINH PHAM

5000 - 200.000 Dalton, phirc
“Pu kh6 ﬂcﬂnh.
Khéng tinh khiét hoan toan

Phirc tap, dé bj nhiét pha hiy
Phurc tap
Hay gdy di (mg, dép (mg MD

Quy trinh sinh hoc d3c hiéu va
phirc tap

"khéng c6 2 16 nao giéng hét
nhau”

Cao
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THUOC HOA DUQT

10 - 1000 Dalton, don gian dé
xac dinh

Twong déi tinh khiét
Don gian

Dugce biét day di

it gdy di ing

Héa téng hop

Rét it thay d6i

Tuong doi thip
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