Ky boi S6 Y 16
i, 4 Tinh Thanh Hoa
K'f B ) syt@thanhhoa.gov.vn
\ Gio ky: 2019-10- X . )
TERD M THANTE8A  CONG HOA XA HOI CHU NGHIA VIET NAM
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Sé: 2959 /SYT-QLD Thanh Héa, ngay 24 thang M nam 2019

V/v dinh chi lvu hanh va kiém tra
gidm sat thudc khong dat
tiéu chudn chat lugng

Kinh giri: Céc co s& kinh doanh, str dung thude trong tinh.

Can clr cac quy dinh v& quan ly duoc hién hanh cia Viét Nam;

Can cu Cong van s6 17995/QLD-CL ngay 18/10/2019 cua Cyc Quan ly
Dugc - B Y té vé viéc dinh chi luu hanh thuéc khong dat tiéu chuan chat luong
doi vai thuoc sau:

Thudc vién nang mém Halaxamux (Acetylcystein 200mg), SPK: VD-
25911-16, Lo SX: 6880119, NSX: 11/6/2019, HD: 11/6/2022 do Chi nhanh
Céng ty c¢b phan dugc phdm Phong Phu - Nha may san xudt dugc pham
Usarichpharm san xuat. Thubc khong dat tiéu chuan chat luong vé chi tiéu Pinh
luogng (vi pham muc do 2).

Pé dam bao quyén loi cho ngudi st dung thude, S& Y té thong bao:

1. Dinh chi luu hanh va thu hdi trén toan tinh thudc vién nang mém
Halaxamux (Acetylcystein 200mg), SDK: VD-25911-16, L6 SX: 6880119,
NSX: 11/6/2019, HD: 11/6/2022 do Chi nhanh Coéng ty co phan dugc pham
Phong Pht - Nha may san xuét duge phdm Usarichpharm san xuét.

2. Céc co sé kinh doanh, str dung thubc trén toan tinh khan trwong thu hoi
16 thudc bi dinh chi luu hanh néu trén (néu c6) va tra lai cho co s& cung tmg, bdo
cao két qua vé S& Y té (phong Quan 1y Duoc) trude ngay 7/11/2019, nha thau
LD C.ty CP TM Birc Loc - C.ty TNHH duoc pham 1A Viét Nam c6 trach nhiém
tiép nhan thude thu hdi (tra lai) cua cac co sé sir dung thudc dd mua cia nha
tf}éu (theo quy dinh tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 cta Bo Y
te).

3. Giao Trung tam kiém nghiém Thanh Hoa truc tiép kiém tra, giam sat
viéc thu hdi céac 16 thude néu trén, bao cao két qua vé S& Y té (phong Quan ly
Dugc) trude ngay 21/11/2019.

4. Phong Quan ly Dugc, cac phong ban chure néng cua So 'Y té, phong Y
té& huyén, thi, thanh pho c6 trach nhiém kiém tra, giam sat viéc thuc hién théng
b4o nay; sau dot thu hdi trén, xir Iy nhimg don vi, ca nhan con vi pham theo quy

dinh hién hanh. //

Noi nhin:
- Nhu trén;
- Luu: VT, QLD.
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