UBND TiNH THANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc 1ap - Tw do - Hanh phuc

Sb: 1438 /SYT-NVD Thanh Hoa, ngay 21 thang 4 nam 2023
V/v tam thoi ngung kinh doanh,
sir dung thu6c vi pham chat
luong va cac san pham chua
dugc phép luu hanh
Kinh gtri:
- Céc co s kinh doanh, str dung thudc trén dia ban tinh;

- Trung tim Kiém nghiém Thanh Hoa.

Trén co s cac bao céo cua Trung tim Kiém nghiém Thanh Hoa tai:

* Cong van s6 30/TTKN-KHTC ngay 13/3/2023 vé viéc béo cao mau thude
vi pham chat luong; Noi 14y miu: Nha thuéc Thanh Bich (DS. Tran Thi Bich) -
Pho 6, Pinh Hoa, Phuong Pong Cuong, TP. Thanh Hoa, Tinh Thanh Hoa; san
pham trén nhan ghi:

Vién nen OPHAZIDON (Paracetamol 250mg; Cafein 10mg);

S6 PK: VD-26803-17;

S6 Lo: 841221; 231221; 231223;

Noi san xuét, phan phdi: Coéng ty cd phan Dugc pham Ha Noi - L6 15, Khu
cong nghiép Quang Minh - Mé Linh - Ha Noi;

Két qua kiém nghiém: Khong c6 phan tng dinh tinh ctua Cafein va khong
dat chi tiéu Pinh lugng Paracetamol.

* Cong van s6 42/ TTKN-KHTC ngay 12/4/2023 vé viéc bao co thudc chua
dugc phép luu hanh, dugc phat hién tai Qudy thuéc Thu Hang (DSCP. Nguyén
Thi Tuyén) thudc Cong ty cd phan Dugc - VTYT Thanh Hoéa, co dia chi tai: S6
107 duwong Ba Triéu, thi train Nong Cong, huyén Néng Cong, tinh Thanh Hoéa.
Céc san pham chua dugc phép luu hanh gom:

- Vién nén Salbumol 2mg; SKS: 02259, EXP: 08/24; nha san XUuét: Ephac
Laboratories Ltd. Cambodge.

- Vién dit am dao Clotrimazol 500mg; nha san xuét: Siam Bheasach Co.
Ltd, Thai Lan va mot sb san pham trén bao bi ghi chit Thai Lan.

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

1. Céc co so kinh doanh va sir dung thudc
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* Ngung kinh doanh, st dung cac 16 thudc, san pham trén bao bi, nhan ghi
néu trén (néu co), tra lai cho don vi phan phdi va bao cdo vé S¢ Y té Thanh Hoa
(Phong Nghiép vu Duogc);

* Thyc hién nghiém céc quy dinh vé Thuc hanh tét co so béan 1é thude
(GPP) va Thuyc hanh tt bao quan thudc, nguyén liéu lam thudc (GSP). Pic biét
chd y ndi dung thuc hién vé ngudn gdc, xuat Xt nhu:

- Chi mua thudc ciia nha cung cép uy tin;
- C6 hoa don mua hang hop I¢;

- T4t ca cac thudc tai co sé ban 1é thude phai 1a thude duoc phép luu hanh
hop phap (c6 Sé dang ky luu hanh hozc s6 Gidy phép nhap khau);

- Thudc phai duge bao quan theo khuyén céo ciia nha san xuat trong qua
trinh van chuyén, bao quan;

Tuyét dbi khong duge mua thude, my pham, thuc pham chirc nang khi
chua rd ngudn gde, xuat xa, khdng c6 hda don hop 1é.

2. Thanh tra S¢, phong Nghiép vu Duoc, phong Hanh nghé Y Dugc tu
nhan theo chtrc ning nhiém vu, phdi hop véi cac don vi lién quan ting cuong
cong tac thanh tra, kiém tra viéc thuc hién quy ché chuyén mén duoc va cac quy
dinh vé kinh doanh thubc, m§ pham, thuc pham chitrc ning ddi voi cac co sd
kinh doanh trén dia ban. Pac biét chu trong ndi dung nguén géc, XU Xuat hang
hoa va chat luong thudc.

3. Trung tam Kiém nghiém

Tang cuong lay mau dé kiém tra chat lugng thube & cac kinh doanh va six
dung thudc trén dia ban tinh.

Trén day 1a y kién chi dao cia Giam doc S¢&, yéu cau cac don vi nghiém
tuc thyc hién./.

Noi nhdn: KT. GIAM DOC
- Nhu trén (t/h); 0 A 0
- Gb S¢ (b/e);

- Website S6' Y té;

- UBND céc huyén, thi x4, thanh phd (p/h);
- Luu: VT, NVD(oy). fo
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