e f Lanic T BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
gggaomﬁt QUAN LY DUQC Péoc 1ap - Tw do - Hanh phiic

S6:1432 /QLD-CL Ha Noi, ngay 21 thang 4 nam 2026
V/v cong bd két qua danh gia dap mg
GMP ctia co sé san xuat nude ngoai
(Dot 51)
Kinh gui:
- S6 Y té céc tinh, thanh pho;
- Céc co so dang ky, san xuat, kinh doanh thuéc nudc ngoai.

Can ctir Nghi dinh 163/2025/ND-CP ngay 29 thang 6 nam 2025 cua Chinh
phu quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat Dugc;

Can ct Thong tu sb 28/2025/TT-BYT ngay 01/7/2025 cua Bo trudng Bo Y
té quy dinh vé Thuc hanh tot san xuat thudc, nguyén liéu lam thude,

Cuc Quan 1y Duoc thong bao:

1. Két qua danh gia dap ung thuc hanh tét san xuét ciia co s& san xuat thudc,
nguyén liéu lam thudc tai nude ngoai (GMP) - Pot 51 tai:

- Phu luc 1: Danh sach co s& san xuét thude, nguyén li¢u lam thudc tai nuée
ngoai dap tmg Thuc hanh tét san xuat thuéc (GMP) - Dot 51;

- Phu luc 2: Danh sich co s& san xuét thude, nguyén ligu lam thudce tai nuée
ngoai dap tmg Thyc hanh t6t san xuat thuéc (GMP) duogc diéu chinh ndi dung da
cong bd tir Dot 1 dén Pot 50;

2. Céc Phu lyc 1, Phu luc 2 trén dugc dang tai trén trang thong tin dién tir ciia
Cuc Quan 1y Duogc - http //dav.gov.vn - Muc Thuc hanh tét GXP va Danh sach cap
nhat cac co s san xuat thude, nguyén liéu 1am thude tai nude ngoai dap ing Thuc
hanh t6t san xuat thudc (GMP) duoc dang tai trén Hé thong dich vu cong truc tuyén

- https://dichvucong.dav.gov.vn — Muc Tra curu thong tin GxP ctia Cuc Quan 1y
Duoc.

3. Can ctr két qua ra soat thong tin cong bd vé cac vi pham, khong tuan thi
GMP trén co sé dit lisu GMP cua Lién minh chiau Au (EUDRA), Cyc Quan ly
Duoc rat cong bé6 EU-GMP cua 02 co sd sau:

- Eugia Pharma Specialities Limited (dia chi: Unit 1I, A -1128, RIICO
Industrial Area, Phase III, Bhiwadi — 301019, Dist. Alwar. (Rajasthan), India) da
duoc cong bd Pot 34 STT 69 (IDCC: 2859).

- Sun Pharmaceutical Industries Limited (dia chi: District Sirmour, Paonta
Sahib, Village Ganguwala, 173025, India) da dugc cong b Dot 40 STT 45 (IDCC:
3379).

4. Pbi voi cac hd so online da ndp trudc ngay 01/7/2025, Cyc Quan ly Duoc
s€ tiép tuc xu ly theg quy dinh tai Nghi dinh 54/2017/ND-CP, trtr truong hop doanh
nghiép c6 van ban dé nghi thuc hién theo quy dinh tai Nghi dinh 163/2025/ND-CP.

Cuc Quan 1y Dugc théng bao dé cac don vi biét va thuc hién ./.



Noi nhdn:

Nhu trén;

Cuc truong Vit Tuan Cuong (dé blc);
Cuc Quan Y - B Qudc phong;

Cuc Y té-Bo Cong an;

Céc bénh vién truc thude B Y té;
Website Cuc Quan ly Dugc;

Phong Ping ky thude, Quan 1y gia thude (dé p/hop);

Luu: VT, CL.
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