Canh gidc duoc

Canh giac dwogc: pharmacovigilance
v" bién cé bat lgi cha thudc
v' van dé khac lién quan tdi thudc

4 nhiém vy
* Phat hién ADR

e DPanh gia: ban chat, nguon géc, ...

¢ Hiéu: mdc dé anh hwéng, nguy co, tinh an toan, ...

* Phong tranh
Pham vi

e When: suét vong doi ca thudc
o giai doan phat trién thudc
o khi lvu hanh trén thi treong
o Giam sat: ké tir khi bat dau dung trén nguoi

e What?: thudc, my pham, thuc pham chirc nang, thiét by té
0 thuéc kém chat lwong (50% on the market VN)
o sai sot lien quan dén thudc
* |am dung, dung sai
= chi dinh unlegit
= that bai diéu trj
o ADR: tuong tac - ngd ddc - tlr vong

Quy trinh hoat dong

e Phat hién: collect data

0 Theo d&i thu dong:

chu yéu tir bao cao ADR

0 Theo déi chu déng
Danh gia

O severity

O priority

O nguy co bién co
Quyét dinh can thiép

o can nhac lgi ich - nguy co

0 canh bao

o thu ho sé dang ky
Truyén théng dén céng dong
¢ Danh gia hiéu qua can thiép

Target Preclinical tir lic bdt d3u nghién clru 83 DANH GIA tinh an toan rdi.
Study Study dén luc bat d3u nghién ciru trén ngudi thi mdi GIAM SAT, THEO DO
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- Canh giac Duoc

Thanh phan tham gia

® Nhém dam bao chat luvgng va an toan thuéc cia WHO: provide guidelines and supports
® Trung tdm giam sat thudc quoc té cha Who (Uppsala): quan ly data toan cau vé ADR

¢ Trung tam DI va ADR @ HUP: noi thau tém dir liéu ADR
Trung tam khu virc THPCM... @ BVCR

BOYTE: dinh huwéng hoat déng canh giac dugc

CS KCB + NVYT

Pon vij SX, kinh doanh

BN, cong dong
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