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CUC QUAN LY DUQC Doc lap - Tw do - Hanh phic

Sé: 1711 /QLD-CL Ha Nogi, ngay 16 thang o¢ nam 2025

V/v dinh chinh Phy lyc ban hanh kem
theo Cong van s6 1679/QLD-CL ngay
12/6/2025

Kinh gui:
- S6 Y té céc tinh, thanh phd truc thudc Trung wong;
- Céc co so dang ky, san xuat, kinh doanh thuéc nudc ngoai.

Cuc Quan 1y Duoc d3 ban hanh Cong vin sé 1679/QLD-CL ngay 12/6/2025
vé viéc cong bd két qua danh gia dap tmg GMP ciia co s san xuat nudc ngoai (Dot
45), kém theo 03 Phu luc: (1) Danh sach co sO san xuat thudc, nguyén lidu lam
thudc tai nude ngoai dap tmg Thuc hanh tét san xuét thuéc (GMP) - Dot 45; (2)
Danh sach co s& san xuét thudc, nguyén liéu lam thudc tai nude ngoal dap ung
Thuc hanh tdt san xuét thudc (GMP) duogc diéu chinh noi dung da cong bd tix Pot 1
dén Dot 44; (3) Danh sach hd so dé nghi déanh gia dap ing GMP cua cac co s san
xuat thudc, nguyén liéu lam thudc can bo sung, giai trinh - Dot 45.

Sau khi ra soat, Cuc Quan ly Dugc dinh chinh c4c ndi dung sau tai Phu luc 1:

1. Binh chinh tén cong ty tai s thit tw 20 (IDCC: 3853) ctia ban hanh kém
theo Cong van trén thanh "Ferring GmbH" (thay cho "Ferring Private Ltd.").

2.Bb sung thém 02 cQt thong tin trong Phu luc 1, gém: Cot "Ngay hét han"
va cot "Co quan cap".

(Pinh kém Phu luc I - Danh sdch co s6 san xudt thuoc, nguyén liéu lam thuoc
tai nude ngodi ddp g Thiee hanh tot san xudt thuéc (GMP) da dwoc diéu chinh).

Cac nd1 dung khac cua Cong van ) 1679/QLD-CL va cac Phu luc con lai
gilt nguyén, khong thay doi.

Cuc Quan 1y Dugc thong bao dé cac don vi biét va thuc hién ./.
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- CucY té - B6 Cong an;

- Céc bénh vién tryc thudc BO Y té;

- Website Cuc Quan ly Dugc;

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