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V/Iv béo cao tinh trang GMP
Mylan Laboratories

Kinh, giri:
- Vin phong dai dién Mi Pharma Limited (94-96, Nguyén Vin
Kinh, phwong Thanh My Loi, Tp. Thu Duc)
- Cong ty TNHH Viatris Viét Nam (Toa nha Friendship
Tower, 31 dwong Lé Dudn, Phuong Bén Nghé, Qudn 1, Tp.
Hoé Chi Minh)

Ngay 08/02/2025, Cuc Quan Iy Dugc nhan duoc cong vin sé 97/AIDS-VP
cua Cuc Phong, chdng HIV/AIDS vé viéc Ban quan ly Dy an hd tro ki thuat Quy
toan cau phong, chong HIV/AIDS nhan duoc thu thong bao tir Nha tai tro Quy
toan cau canh bdo viéc nhap khau thubc duoc san xuat tir cong ty Mylan
Laboratories Limited tai Indore-Pithampur, An D6 sau ngay 19/12/2024. Theo do,
Nha tai tro Quy toan cau thdng bao vé viéc Cuc Quan ly thuc pham va dugc pham
Hoa Ky (USFDA) da ban hanh thu canh bao (warning letter) va Iénh tam dung
nhap khau thubc (import alert) ddi véi cac thudc duoc san xuét tir cong ty Mylan
Laboratories Limited tai Indore-Pithampur, An D (trir cac thudc Levothyroxine
Sodium Tablets, Fingolimod Capsules, Atorvastatin Calcium Tablets, Metformin
Hydrochloride Tablets) sau khi phat hién mét sé vi pham quan trong (significant
violations) vé thuc hanh tt san xuat (GMP).

Pé dam bao chat luong, an toan, hiéu qua caa thudc, va tuan tha cac quy
dinh vé quan ly chat luong thudc, Cuc Quan Iy Duogc yéu cau Vin phong dai dién
Mi Pharma Limited phdi hop vai cong ty Mylan Laboratories Limited:

1. B4o c4o vé viéc tudn thu/ duy tri ddp tmg GMP ciia co s6 san xuat Mylan
Laboratories Limited tai dia chi: Plot No.11, 12 & 13, Indore SEZ, Phase-llI,
Pharma Zone, Sector-I11, Pithampur Dist. Dhar, Madhya Pradesh-454775, India,
bao gom GMP ctia nudc so tai va GMP cua cac nude/ to chire khac nhe WHO,
EMA, USA...(néu cd);

2. Viéc cung cap thudc dugc san xuét tai nha may co so san xuat Mylan
Laboratories Limited tai dia chi néu trén (tinh hinh chét luong cua cac thude, cac
bao cdo ADR lién quan (néu co)...).

3. Tinh hinh xir 1y ctia cac Co quan quan 1y Duoc Chau Au c6 lién quan va
két qua danh gia co so san xuit cia Chuong trinh Tién danh gid cua T6 chic Y té
thé gioi (WHO Prequalification) (néu co).



4. Bao cdo vé viéc nhap khau cac thudc da c6 sé dang ky luu hanh ¢ Viét
Nam con han st dung do co so san xuat Mylan Laboratories Limited tai dia chi
néu trén san xuat, baogdm: s6 16 san xuit, sé luong, nha nhap khau, tinh hinh
kiém tra chat luong cua cac don vi kiém nghi¢m nha nudc tai Viét Nam trude khi
dua ra luu hanh.

B4o cdo bang vin ban dé nghi gi vé Cuc Quan 1y Duoc trudc ngay
15/02/2025.

Cuc Quan Iy Dugc théng bao dé Cong ty biét va thyuc hién./.

Noi nhin KT. CUC TRUONG
-Nhugeén; PHO CUC TRUONG
- Cyefrudng Vi Tuan Cuong (de b/c); o )

-Phong DKT, QLKDD- Cuc QLD (dé biét);
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