UBND TINH NINH THUAN CONG HOA XA HOI CHU NGHIA VIET NAM

SOY TE Poc lap - Tw do - Hanh phuc
S6:1937 [TB-SYT Ninh Thudn, ngay 26 thang 4 nam 2025
KHAN
THONG BAO

vé viéc sir dung cac thude do cong ty Mylan Laboratorles Limited tai Indore-
Pithampur, An D san xuét

Thyc hién Cong van sé 1132/QLD-CL ngay 18/04/2025 cua Cuc Quan ly
Duoc va Cong van s6 228/PB-DT ngay 22/04/2025 ctia Cuc Phong bénh (B Y té)
vé viée st dung cac thuoc do cong ty Mylan Laboratories Limited tai Indore-
Pithampur, An D9 san XUuat.

Pé dam bao viéc cung tng kip thoi thudc cho cong tac phong bénh, So'Y té
yéu cau cac don vi, co s kinh doanh trién khai thuc hién mot s6 noi dung sau:

- Céc don vi kham chita bénh, co s& kinh doanh ban budn, ban 1& thude
dwoc tiép tuc kinh doanh, sit dung cac 16 thuéc do Cong ty Mylan
Laboratories Limited (dia chi: Plot No.11, 12 & 13, Indore SEZ, Phase-lII,
Pharma Zone, Sector-111, Pithampur Dist. Dhar, Madhya Pradesh-454775, India)
san xuét, da dwoc nhap khiu vao Viét Nam trwée ngay 17/02/2025. Tang cuong
cong tac kiém soat chat lugng; giam sat chit ché viéc phan phdi, cip phat, str dung
thudc cac 16 thude noi trén; kip thoi xir Iy néu cd phan Gmg phu xay ra khi ngudi
bénh sir dung thude.

- Trung tdm Kiém soat Dugc pham, Thuc phém va Thiét bi y té thyc hién
chirc nang nhiém vu duoc giao. Tang cuong 14y mau, kiém tra chat luong thudc luu
hanh trén dia ban déi véi cac thude co nguy co vi pham chat luong; bao céo kip
thoi cac vu viée phat hién vé S¢' Y té va cac co quan, don vi lién quan theo quy
dinh.

- Trung tam Kiém soat bénh tat trién khai hudng dan co s¢ diéu tri
HIV/AIDS trén dia ban dugc tiép tuc str dung cac thubc ARV diéu trj nhiém HIV
dugc Dy an Quy toan cau phong chéng AIDS va T chic Y té thé giéi (WHO)
vién tro, thubc ARV nguén BHYT chi tra do Cong ty Mylan Laboratories
Limited (dia chi: Plot No.11, 12 & 13, Indore SEZ, Phase-1l, Pharma Zone,
Sector-111, Pithampur Dist. Dhar, Madhya Pradesh-454775, India) san xuz‘it,
da dwoc nhap khau vao Viét Nam trude ngay 17/02/2025, chu dong phat hién
cac phan tng c6 hai cua thudc, theo ddi va xir 1y kip thoi khi xay ra cac phan tng
ndy trong qué trinh sir dung; giam sat chit ché trong qua trinh cap phat, s dung
thudc céc 16 thude duoc tiép tuc sir dung. (Danh sach cdc thuéc theo Phu luc dinh
kém Céng vin sé 228/PB-PT ngay 22/04/2025). Tang cudng cong tac théng tin



cho cac co quan truyén thong, thong tin t6i cic co sd kinh doanh, sir dung thudc va
nguoi dan biét va thuc hién ding ndi dung trén.

- Thanh tra S¢ Y té chu tri, phdi hop véi cac co quan, don vi, phong chire
ning S& ¢6 lién quan to chiic thanh tra, klem tra cac co so kinh doanh thudc, co so
KCB thudc trén dia ban tinh; xu 1y céac t6 chirc, ca nhan vi pham theo quy dinh hi¢n
hanh. Bao cao két qua xir Iy theo quy dinh.

Kinh d& nghi UBND céc huyén, thanh phé khan truong trién khai kip thoi
c4c nodi dung néu tai Cong vin nay, thong bao dén cac co so kinh doanh thubc, co
s& KCB, ngudi dan trén dia ban quan 1y; dong thoi chi dao cc co quan theo chirc
nang nhiém dugc giao to chirc thanh tra, kiém tra va xi 1y co s& vi pham (néu co)
theo quy dinh hi¢n hanh.

(Guri kém Céng vin s6 1132/QLD-CL ngay 18/04/2025 ciia Cuc Quan Iy
Duoc;, Cong van 228/PB-DT ngay 22/04/2025 cua Cuc Phong bénh (B Y te).
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