UBND TINH KON TUM CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Poc lap - Tw do - Hanh phuc

S6: 5292 /SYT-NVYD Kon Tum, ngay .27 thang 12 ndam 2022

V/v théng béo thu hoi thude
vi pham mtrc d6 2

Kinh gui:
- Céc co s6 kinh doanh thudc;
- C4c co so kham bénh, chira bénh;
- Trung tdm Kiém nghiém thudc, m§y pham, thuc pham;
- Uy ban nhan dan cac huyén, thanh ph.

Can cu van ban ’56‘13598/QLI;)-CL hgay 23 thang 12 ndm 2022 cua Cuc
Quan 1y Dugc — B0 Y té vé viéc thu hoi thude vi pham chat luong mure d6 2;

Pé bao dam an toan cho ngudi sir dung, S¢' Y té thong bao:

1. Pinh chi luu hanh va thu hdi trén toan tinh thudc Vién nén bao tan trong
rudt Rabesta 20 (Rabeprazol natri 20mg), SO GPKLH: VN-18521-14, S 16: V-
159, NSX: 14/02/2022, HD: 13/02/2024 do Stallion Laboratories Pvt. Ltd san xuét,
Cong ty cb phan dugc - thiét bi y té Pa Ning (Dapharco) nhap khau. Miu thudc
khong dat tiéu chuan chét luong vé chi tiéu Do hoa tan, dd hoa tan trung binh duoi
50% so v&i tiéu chudn chat luong (vi pham mire dé 2).

2. Nghiém cdm céc co s& kinh doanh thudc gdm: Cong ty C6 phan Duoc -
VTYT Kon Tum, nha thudc va quiy thudc trén dia ban tinh mua, ban va tién hanh
thu hdi thuéc Vién nén bao tan trong rudt Rabesta 20 (Rabeprazol natri 20mg), S&
GPKLH: VN-18521-14, S6 16: V-159, NSX: 14/02/2022, HD: 13/02/2024 do
Stallion Laboratories Pvt. Ltd san xuét. Cong ty C6 phan Duge - VTYT Kon Tum
c6 trach nhiém sao giri thong bao ndy dén cac co sé ban 1é thude truc thudc thue
hién thu hoi thudc vi pham chat lugng. Cac co s& ban budn, ban 1é thude khac tu to
chtrc kiém tra, kiém soat, phat hién va thu hoi thude néu trén (néu c6) dem tra lai
nha cung cap; bao cio viéc thu hdi vé So' Y té trude ngay 03/01/2023.

3. C4c co s& kham bénh, chira bénh trén dia ban tinh c6 str dung thudc tién
hanh kiém tra, ra soat cic ngudn thudc tai don vi, néu phat hién c6 thudc Vién nén
bao tan trong rudt Rabesta 20 (Rabeprazol natri 20mg), S6 GDKLH: VN-18521-14,
S6 16: V-159, NSX: 14/02/2022, HD: 13/02/2024 do Stallion Laboratories Pvt. Ltd
san xuét vi pham chat luong muc do 2, tién hanh thu hoi va tra lai cho nha cung
tmg, phan phdi thudc; bao cao vé S&' Y té trude ngay 03/01/2023.
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4. Giao Trung tim Kiém nghiém thudc, m§ pham, thuc pham to chirc kiém
tra, gidm sét cac don vi st dung va cac co sd ban budn, ban 1¢ thudc trén dia ban
tinh thuc hién thong bao nay, khi phat hién c6 thudc vi pham chét luong néu trén,
tién hanh thu hdi, niém phong hodc phdi hop véi co so xur 1y thudc vi pham chét
lwong theo quy dinh; bdo céo két qua xir 1y vé So Y té.

5. Uy ban nhan dan cic huyén, thanh phd giao Phong Y té to chtic kiém tra,
giam sat cac don vi sitr dung va cic co s& ban budn, ban 1¢ thudc thudc pham vi
quan 1y. Khi phat hién c6 thubc vi pham chét luong nén trén, tham muu Uy ban
nhan dan huyén, thanh phé xir 1y vi pham theo quy dinh, dong thoi béo cao vé SO Y
té de biet.

S¢ Y té théng bao dé cac co quan, don vi quan 1y; cac co so kinh doanh, st
dung thudc biét, thuc hién./.

Noi nhin: KT. GIAM POC

- Nhu trén; A 4 A

- Lanh dao So' Y té; PHO GIAM BOC
- Céc phong thude So' Y té;

- Trang thong tin dién tir S§' Y té;
- Luu: VT, NVYD.

P6 Ngoc Hoa
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