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Ping Ky thuoc la gi?

Nghién ctru phat trién.

Pang Ky, cap phép luu hanh.

Theo doi trong qua trinh luu hanh, giam sat
hau mai.

Thay d6i, cap nhat.

Thong tin thudc.
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Hoat dong ding ky thuoc va cac
hoat dong lien quan truc tiép

Nghién ctru thi truong.

Thr nghiém lam sang (GCP).
Pang ky vdi co quan quan ly.
Hoat dong san xuat, hoat dong mua ban (GMP, GSP, GLP, GDP, GPP).
Hoat dOng xuat nhap khau.

Hoat dong quang cdo, thong tin thudc.

Hoat dOong canh giac Dugc, hoat dong dugc lam sang tai Bénh vién.
Thay d6i, bo sung trong qua trinh luu hanh.




3, DPANG KY THUOC VOI CO QUAN QUAN LY

HO SO KY THUAT
VAN BE PHAP LY (REGULATORY AFFAIRS)

GOVERNMENT AFFAIRS




6 Yéu cau co ban
doi voi
ngwol lam dang ky

T6 chuc
quan ly,
g1ao tiep,
su tiep thu
hoc hoi.

Can cu,
cham
chi, kién
tri.

Cap nhat
kién thirc
phap ly




Mo hinh b0 phan
dang ky thuoc tai
Viét Nam hién nay:

Piic diém b phian:
S6 lwong nhan vién it. Nam
& cac bo phan khac nhau.

Doanh
nghi¢p lam
dich vu
dang ky.

Doanh
nghi€p san
xuat: Nhan
vién R&D

Doanh
nghi¢p
mua ban,
xuat nhap
khau.

cong ty
luat local,

cong ty

luat da




Céc san pham can ding ky thudc
pham vi quan ly ctia By Y té

Cuc quan ly dugc (DAV)

Vu trang thiét bi va cong trinh
y t€ (DMEC)

Cuc an toan thuc pham (VFA)

Cuc quan 1y mdi truong y té
(VIHEMA):

Thudc, vac xin, sinh pham diéu tri, m¥y
pham.

Thiét bi y té, sinh pham chan doan in-
vitro (IVDMD, Non-1VDMD).

Thyc pham, san pham dinh dudng.
Hoa chat, ché pham diét khuan, diét
con trung dung trong linh vuc gia
dung va y té.



