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V/v dang ky, nhép'khe"iu don hang
thude chira hoat chat Citicolin dung
dudmg uong

Kinh gui: Céc co s dang ky, san xuét thude luu hanh tai Viét Nam.

Qua cap nhat thong tin vé tinh hinh sir dung thudc trén thé gidi: hién nay thude
chira hoat chét Citicolin dung dudng uéng khong dugc cap phép luu hanh tai cac nudce
tham chiéu cua Viét Nam vé dang ky thudc nhu Hoa Ky, Canada, Anh, Phap, Uc,
Nhat, Duec.

Can ctr két luan cua Hoi dong tu vén cép gidy dang ky luu hanh thude, nguyen
liéu lam thude - Bo Y té dbi vai thude chira hoat chat Citicolin dung duong uéng, dé
dam bao sur dung thude hop ly, an toan, hiéu qua, Cuc Quan ly Duoc thong bao nhu
sau:

1. Yéu cau céc co sé khi ngp don hang nhap khau thudc thanh pham chua c6 5O
dang ky, hd so dang ky luu hanh thude chira hoat chat Citicolin dung duong udng
phai ndp kém ho so lam sang chimg minh an toan, hiéu qua cuia thude dang ky.

2. Péi vé6i cac don hang nhap khau thudc thanh pham chua c6 s dang ky, ho
so dang ky thude chira hoat chét Citicolin dung duong udng dang cho xét duyet tai
Cuc Quan ly Duorc Cuc Quan ly Dugc chi xét duyét don hang nhap khau thude thanh
phdm chura ¢6 s6 dang ky, xem xét trinh Hoi dong tu vén cap sb dang ky sau khi co s6
ndp don hang, co s¢ ding ky thude ndp bd sung hé so lam sang ching minh an toan,
hiéu qua cua thude dang ky va hé so duge tham dinh dat y€u cau.

3. Déi vai cac thuoc chira hoat chat Citicolin dung dudng uong dang con hiéu
luc s6 dang ky: Yeéu cau co sO so hitu sé ding ky cung cap bod sung dir li¢u lam sang
nhu yéu cau néu tai muc 1 dc chimg minh an toan, hiéu qua cua thudc. Sau 01 nam ké
tlr ngdy ky cong vin nay, néu co so khong bo sung duoc dir liu chimg minh an toan,

hiéu qua cua thude, Cuc Quan ly Dugc s€ ra quyét dinh rat sb dang ky cua cac thude
chira hoat chat Citicolin dang duong uong néu trén.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuce hién./.
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