UBND TINH HA TINH CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc lap - Tw do - Hanh phuc

$6:3579 /SYT-NVD Ha Tinh, ngay 22 thang9 nam 2025
V/v xac minh, xur Iy thong tin
vé thuoc Aclasta ¢6 dau hiéu
gid mao
Kinh gui:
- UBND céc xa, phuong;
- Cac co sé kham bénh, chita bénh;
- Cac cong ty, chi nhanh duogc trong tinh;
- Cac co sé kinh doanh duoc;
- Trung tdm Kiém nghiém thudc, m§y pham, thyc pham.

Can ctr vao cac quy dinh vé quan 1y dugc hién hanh cta Vi¢t Nam;

Thyc hién Cong van s6 2581/QLD-CL ngay 10/9/2025 cua Cyc Quan ly
Duoc - B Y té vé viéc xac minh, xtr 1y thong tin vé thude Aclasta co dau hiéu
gia mao. Theo d6, Cong ty TNHH Sandoz Viét Nam bao cdo vé truong hop nghi
ngd thube gia déi v6i san pham Aclasta, s6 gidy phép luu hanh: 900110171700
(s6 dang ky cii: VN-21917-19), do Cong ty Lek Pharmaceuticals d.d., Slovenia
san xuat, Cong ty TNHH Sandoz Viét Nam ding ky (Tén thudc: Aclasta, Lot:
KHBY7, MFD: 08/2024, EXP: 07/2027) (hinh anh gui kem cong van).

Can ctr thong tin tra ctru trén Dich vu cong Cuc Quan 1y Duoc tai dia chi:
https://dichvucong.dav.gov.vn/congbothuoc/index, thudc Aclasta (mdi 100ml
chtta: Acid zoledronic khan (twong ung vo61 5,33mg acid zoledronic
monohydrate)) duoc cip gidy ding ky luu hanh s6 900110171700 (s6 ding ky
cli: VN-21917-19), Cong ty TNHH Sandoz Viét Nam dung tén dang ky; Co s&
san xuat ban thanh pham va dong géi so cap: Fresenius Kabi Austria GmbH (Co
so doéng goi tht cdp va xudt xuong: Lek Pharmaceuticals d.d. (Pia chi:
Verovskova ulica 57, Ljubljana, 1526, Slovenia)).

Pé dam bao an toan cho nguoi st dung, S& Y té dé nghi:

1. Cac co s¢ kham bénh, chita bénh thong bao rong rai cho toan thé nhan
vién khéng mua/ban, stt dung thudc Aclasta c6 ngay san xuit tir sau thang
05/2024 c6 logo ciia Novartis (nhw hinh dnh tai liéu dinh kém céng vin), dong
thoi kiém tra trong kho thube ctia don vi, bdo cdo co quan chic ning néu phat
hién thuéc vi pham.

2. UBND cac xa, phuong thong bao cho céc co s budn ban, st dung
thudc va nguoi dan biét dé khong mua/ban, sir dung thudc Aclasta vi pham néu
trén; chi mua ban thuoc tai cac co s¢ kinh doanh dugc hop phap; khong mua/ban
thude khoéng rd ngudn goc xuat xt; kip thoi thong bao cac dau hiéu nghi ngo vé
san xuat, kinh doanh thudc gia, thuéc khong rd ngudn gbe téi co quan y té va co
quan co chirc nang lién quan; tang cudng cac bién phap quan ly nha nude linh
vuc y te.
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3. Cac cong ty, chi nhanh dugc trong tinh: Kiém tra trong kho thudc cta
don vi, d6ng thoi thong bao cho cac co so ban 1¢ thudc trong hé thong phan phdi
khong mua/ban, sir dung thudc Aclasta vi pham néu trén. Tuén thu cac quy dinh
phap luat trong qué trinh hanh nghé.

4. Trung tAm Kiém nghiém thudc, my pham, thuc pham tang cuong lay
mau, kiém tra chét luong thudc luu hanh trén dia ban d6i v6i thude c¢6 nguy co
bi lam gia hodc kém chét luong, khan truong bao céo truong hop phat hién cac
16 thudc khong dat tiéu chuén chét luong (néu co).

S¢ Y té Ha Tinh thiét lap duong day nong, tiép nhan céc thong tin vé
thude co cac ddu hiéu nghi ngd vé san xudt, kinh doanh thudc gia, thudc khong
rd ngudn gdc trén dia ban tinh: 0965.341.616.

S6'Y té dé nghi cac don vi trién khai thuc hién./.

Noi nhgn: KT GIAM DOC
- Nhur trén;

- Cuc Quan ly Duoc;

- Giam dbc, cac PGD S¢;

- Website SYT, muc Thudc va TTGT;
- Trung tam KSBT (dua tin);

- Luu: VT, NVD.

Guri van ban gidy va dién tu.

Bui Quéc Hung
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