UBND TINH THANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Doc 1ap - Tu do - Hanh phuc

S6: 2043 /SYT-NVYD Thanh Hoa, ngay 22 thang 4 nam 2025
VIV str dung céac thude do Cong ty

Mylan Laboratories Limited tai
Indore-Pithampur, An D6 san xuat

Kinh giri: Céc co so kinh doanh, sir dung thudc trong tinh.

Can cu cac quy dinh vé quan 1y duoc hién hanh cta Viét Nam;

Can c Cong van sd 1132/QLD-CL ngay 18/4/2025 cua Cuc Quan ly
Duoc - Bo Y té vé viéc sir dung cac thudc do cong ty Mylan Laboratories
Limited, Indore-Pithampur, An D6 san xuat (dinh kéem Cong vin nay);

Pé dam bao quyén loi cho nguoi str dung thude, S¢'Y té thong béo:

1. Céac 16 thudc do Coéng ty Mylan Laboratories Limited (dia chi: Plot
No.11, 12 & 13, Indore SEZ, Phase-Il, Pharma Zone, Sector-111, Pithampur Dist.
Dhar, Madhya Pradesh-454775, India) san xuat, da dugc nhap khau vao Viét
Nam trudc ngay 17/02/2025 duoc tiép tuc kinh doanh, sir dung theo quy dinh.

2. Cac co s& kinh doanh thudc trong tinh thuc hién nghiém viéc tam
ngimg nhap khau cac thuéc do Cong ty Mylan Laboratories Limited, Indore-
Pithampur, An D¢ san xuat theo tinh than Céng van s6 510/QLD-CL ngay
17/02/2025 ctia Cuc Quan 1y Dugc - B6 Y t&; Thong bao s6 782/SYT-NVD
ngay 19/02/2025 ctua S¢ Y té (dinh kém cdc Cong vin nay) cho dén khi cho dén
khi c¢6 day du cac bang chung khic phuc chimg minh co s& san xuét tuan tha
dap ung GMP.

3. Céc co so kinh doanh, sir dung thudc ting cudng kiém soat chat luong;
giam sat chat ché viéc phan phdi, cap phat, st dung thudc cac 16 thude duoc tiép
tuc kinh doanh, str dung néi trén; kip thot xu 1y khi ¢6 phan tng phu xay ra khi
nguoi bénh st dung thude. Kip thoi bao cdo Cuc Quan 1y Dugc trong trudng
hop c6 phan tmg phu nghiém trong lién quan dén thudc xay ra hodc phat hién
bang chung thube ¢ vi pham trong qué trinh Iwu hanh, sir dung.

4. Giao Trung tdm Kiém nghiém Thanh Hoéa giam sat viéc tam nging
nhap khau thudc néu trén (trong qua trinh 1dy mau kiém tra chét luong thudc).



5. Phong Nghiép vu Y - Dugc, Thanh tra S¢, Phong QLHNYD tu nhan ¢6
trach nhiém kiém tra, giam sat viéc thuc hién tam ngung nhap khau thudc theo
quy dinh hi¢n hanh./.

S6'Y té thong bao dé cac don vi biét va nghiém tic trién khai thyc hién./.

Noi nhin: KT. GIAM bOC
- Nhu trén;

- GD S¢ (dé ble);

- UBND cac huyén, thi xa, thanh phé (p/h);
- Trung tdm KN Thanh Héa;

- Phong QLHNYD tu nhén, Thanh tra So;
- Trang thong tin cia S&' Y té;

- Luu: VT, NVYD.
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