Phu luc 6: Danh muc ma géi thau, ma nhém thau ciia thudce
(Ban hanh kém theo Quyét dinh sé 5937 /OD-BYT ngay 30 thang 12 niam 2021 ciia Bé Y té)
I. Thuéc dwoc phé duyét ké hoach diu thiu trude ngay 01/7/2016

Goi Ma goi Nhom Ma nhom
Generic Gl EMA;ICH;PIC/s-GMP hoac WHO - GMP VN- NI
ICH
EU-GMP hoac PIC/s-GMP ngoai ICH hodac
Gl z X N2
thudc nhuong quyén
Gl GMP-WHO VN N3
Gl Tuong duong sinh hoc N4
Gl Khac N5
Biét duoc G2 Biét duoc géc hodc tuong duong diéu tri N1
G2 Thudc hiém N2
bong y G3 WHO-GMP VN N1
G3 Khac N2

II.-Thuéc dwoc phé duyét ké hoach diu thau tiv ngay 01/7/2016 dén truée ngay 01/10/2019 theo Théong tw so
11/2016/TT-BYT

Goi Ma goi Nhom Ma nhom
Day chuyén SX EU-GMP hoic PIC/s-GMP

Generic Gl thuoc ICH va Australia NI
Gl Day chuyén SX WHO-GMP VN luu hanh tai NI
ICH va Australia
Day chuyén SX EU-GMP hoac PIC/s-GMP
Gl . . . N2
ngoai ICH va Australia
Gl  |Day chuyén SX WHO - GMP VN N3
Gl Tuong duong sinh hoc N4
Gl Khac N5
B.l;é ! dggc goc hoge twong duong G2 Biét dugc gbe hodc turong duong didu tri N1
diéu tri
Thudc ¢b truyén, tir duge liéu G3  |Day chuyén SX WHO-GMP VN N1
G3 Khac N2
Duoc liéu G4  |Trong trot, thu héi tiéu chuan GACP-WHO N1
G4 Khac N2
Vi thubce ¢6 truyén G5 Co s6 ché bién duoc Cuc YDCT cong bd N1
G5 Khac N2

III. Thuéc dwgc phé duyét ké hoach déu thau tiv ngay 01/10/2019 theo Théng tw sé 15/2019/TT-BYT

Goi Ma goi Nhom Ma nhém
EU-GMP tai nudc thude danh sach SRA;
Generic Gl |BDG hoic sinh pham khong DPG; tiéu chuan NI

EU-GMP va luu hanh tai nudéc SRA




Gl Tiéu chudn EU-GMP; tiéu chuin PIC/s-GMP N2
nudc ICH
Gl Tuong duong sinh hoc N3
Gl  |Day chuyén SX WHO-GMP VN N4
Gl  |Khéac N5
Biét 6c hod . . s
.lf': dL.qu goc hodic tuong dong G2 Biét dugc goc hodc tuong duong diéu tri N1
diéu tri
oA x . San xuat tir duoc liéu tiéu chuan GACP va day
Thuoc ¢o truyen, tir dugc liéu G3 chuy 3n SX WHO-GMP VN N1
G3  |Day chuyén SX WHO-GMP VN N2
G3  |Khac N3
. San xuét tir duoc liéu tidu chuin GACP va day
Duoclicu = G4 | chuyén SX WHO-GMP VN NI
G4  |Day chuyén SX WHO-GMP VN N2
G4  |Khac N3
% 2. a San xuat tir duoc lidu tiéu chudn GACP va day
Vi thuoc ¢6 truyén G5 chuyén SX WHO-GMP VN N1
G5  |Day chuyén SX WHO-GMP VN N2
G5  |Khéic N3

Ghi chii: Cac thudc c6 thanh phan 1 duogc liéu két hop véi hoa duoc tinh khiét theo quy dinh tai Thong tu
15/2020/TT-BYT thi thyc hién ddu thdu mua sam theo goi thau Generic (st dung ma géi thau 1a G1, ma nhém
thau tuong (mg vai tiéu chuan cia thude tir nhém N1 dén nhém N5 theo quy dinh ctia Thong tur s6 15/2019/TT-
BYT). Cac thudc c6 ma 05C.STTO5 trong danh muc Thong tw 05/2015/TT-BYT chuyén d6i, anh xa tam thoi
sang ma thubc hoa dugc tam thoi (co cAu tric ma HD.STTO05) theo Phu luc 2 ban hanh kém theo Quyét dinh
nay.
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