UBND TINH HA TINH CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Déc 1ap — Tu do — Hanh phic

S6: 1227 /SYT-NVD
V/v str dung céc thude do
cong ty Mylan Laboratories
Limited tai Indore-Pithampur,
An Do san Xuét

Ha Tinh, ngay 22 thang4 nam 2025

Kinh gtri:
- UBND cdc huyén, thi xa, thanh phé;
- Cac co sé kham bénh, chira bénh;
- Cac cong ty, chi nhanh duoc trong tinh.

Can cir Cong van s6 1132/QLD-CL ngay 18/4/2025 ctia Cuc Quan 1y duoc
- BO Y té vé viée str dung cac thude do cong ty Mylan Laboratories Limited tai
Indore-Pithampur, An DP9 san xuit;

SO Y té thong bao va dé nghi cac don vi nghiém tic thuc hién cac ndi dung
Sau.

1. Cac 16 thudc do Cong ty Mylan Laboratories Limited (dia chi: Plot
No.11, 12 & 13, Indore SEZ, Phase-11, Pharma Zone, Sector-I11, Pithampur Dist.
Dhar, Madhya Pradesh-454775, India) san xuat, da dugc nhdp khau vao Viét
Nam trude ngay 17/02/2025 duoc tiép tuc kinh doanh, str dung theo quy dinh.

2. Tiép tuc thuc hién viéc tam dimg nhap khau theo tinh than ctia cong van
s6 510/QLD-CL ngay 17/02/2025 ctia Cuc Quan ly Dugc va da dugc So Y té
thong bao tai Cong vin s 467/SYT-NVD ngay 20/02/2025 dbi vai cac thude do
cong ty néu trén san xudt, theo ¥ kién tu van cua Hoi dong Hoi dong tu van cip
Gidy dang ky luu hanh thudc, nguyén liéu lam thudc B Y té, cho dén khi co
day du cac bang ching khac phuc ching minh co sé san xuat tuan thi dap ung
GMP.

3. Bé dam bao an toan cho ngudi st dung, SO Y té dé nghi:
- Cac cong ty, chi nhanh duogc trong tinh:
+ Khong tiép tuc nhap khau cac thubc mdi ctia Cong ty Mylan Laboratories

Limited cho dén khi c6 thong bao méi;

+ Ra soat ton kho, bao quan dung quy dinh va hudéng dan céc co so ban 1¢

thudc trong hé thdng phan phdi cia minh vé viéc giam sat chit ché viéc phan
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phdi, cip phat, st dung thudc cac 16 thude dugce tiép tuc kinh doanh, sir dung
néu trén; kip thot xtr Iy khi c6 phan Uing phu xdy ra khi nguoi bénh st dung
thude. Kip thoi bao cio Cuc Quan Iy Duoc va S¢' Y té trong truong hop cd phan
tmg phu nghiém trong lién quan dén thudc xay ra hoic phat hién bang ching

thudc c¢6 vi pham trong qué trinh luu hanh, sir dung.

- Céc co so kham bénh, chita bénh thong bao rong rai dén cac khoa, phong
chuyén mon giam sat chit ch& viéc phan phdi, cip phat, st dung thudc cac 16
thudc dugc tiép tuc kinh doanh, sir dung néu trén; kip thoi xt Iy khi c6 phan ung
phu xay ra khi nguoi bénh sir dung thude. Kip thoi bao cao Cuc Quéan 1y Duoc
va SO Y té trong truong hop c6 phan tmg phu nghiém trong lién quan dén thude
xay ra hodc phét hién bang chimg thudc ¢ vi pham trong qua trinh luu hanh, st
dung.

- UBND céc huyén, thi x4, thanh phd thong bao cho cac nha thude, quay
thude, ta thudc tram Y té x4, phuong, thi tran trén dia ban vé Cong van nay,

giam sat chat ché viéc thuc hién cua cac co sé hanh nghé.
S Y té thong bao dé cac don vi biét va thuc hién./

Noi nhén: KT: GIA’M DQC
- Nhu trén; PHO GIAM DOC
- Cuc Quan 1y Dugc (b/c);

- Giam dbc, cac Pho giam dbc So;
- Thanh tra sé;

- Website SYT;

- Trung tdm CDC tinh (dua tin);

- Luu: VT, NVD.

Guri van ban gidy va dién tu.

Buii Quéc Hung
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