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

S6:1945  /SYT-NV Kon Tum, ngay 27thang 5 nam 2025

Viv kiém,tra, xtt 1y, truy tim ngudn
goc thuoc gia NEXIUM® 40mg

Kinh gtri:
- C4c co so kham chira bénh trén dia ban tinh;
- Céc co s6 kinh doanh thudc;
- Trung tim Kiém nghiém thudc, m§ pham, thuc pham;
- Phong Y té cac huyén, thanh phd.

Thuc hién COng van so 1395/QLD-CL ngay 23 thang 5 ndm 2025 cua
Cuc Quan ly Dugc - Bo Y té vé viéc kiém tra, xir 1y, truy tim ngudn goc thude
gia NEXIUM® 40mg;

Theo thong tin tir Cuc Quan Iy Dugc: mau san pham c6 thong tin ghi trén
nhan: NEXIUM® 40mg Enterik Kapli Pellet Tablet (Esomeprazol), s 16
23H420, Han dung: 09.2027. Mau thudc trén khong c6 thong tin vé s6 GDKLH
va/hodc sb GPNK, co sé san xuat, co s& nhap khAu trén nhan. Mau thudc léy tai:
Nha thudc Pirc Anh truc thude Coéng ty TNHH Duoc pham thiét bi y té Pirc
Anh - S§ 08 duong Huynh Thic Khang kéo dai, phuong Lang Thuong, quan
Déng ba, Ha Noi;

Mau thudc khong dat yéu ciu chat luong vé chi tiéu Pinh luong
Esomeprazole theo tai liéu tham khao 1a Tiéu chuan co s& Vién nén Nexium,
SPK: VN-19782-16 ctia nha san xuit Astra Zeneca c6 két qua 13 6,91mg/vién
(17,27% ham lugng ghi trén nhan).

Dé bao dam an toan cho nguoi sir dung, S6' Y té yéu cau cac don vi, co s
thuc hién moét s6 ndi dung, cu thé nhu sau:

1. Cac co sé kinh doanh, st dung thuéc khong mua/ban, sir dung san
pham NEXIUM® 40mg Enterik Kapli Pellet Tablet (Esomeprazol) gia néu trén;
chi mua ban thudc tai cac co so kinh doanh dugc hop phap; khong mua/ban
thude khong r6 ngudn goc xuat xt; kip thoi thong bao cac dau hiéu nghi ngo vé
san xuat, kinh doanh thudc gia, thubc khong rd ngudn gbe tdi co quan y té va co
quan c6 chtrc nang lién quan.

2. Céc bénh vién, co s& kham chita bénh trén dia ban ra soat lai quy trinh
mua thubc, cung ung thude va tinh hinh cung ung thuoc trong thoi gian qua; bao
dam thudc dugc cung tng 1a thude da duoc cap gidy phép luu hanh va cung Ung
bai cac co so kinh doanh dugc hop phap, c6 hoa don ching tur day du. Truong
hop phat hién thudc c6 dau hiéu nghi ngo bat thuong, thudc chua duoc cap phép
lwu hanh, 13p tic niém phong, khong tiép tuc sir dung thudc va bao cdo co quan
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quan 1y y té, co quan chtc ning dé kiém tra, xc minh va xt 1y theo quy dinh
cua phap luat, hoan thanh trwéc ngay 03/6/2025.

3. Cac co s budn ban, sir dung thudc va ngudi dan khong budn ban, sir
dung céc thubc gia co cac thong tin néu trén; Chi mua ban thuéc tai cac co s¢
kinh doanh duoc hop phap; khong mua ban thudc khong 1d nguon gbc; kip thoi
thong bao cac dau hiéu nghi ngo vé san xuat, kinh doanh thudc gia, thuéc khong
rd ngudn goc toi SO Y té va co quan c6 chie nang lién quan, hoan thanh truée

ngay 03/6/2025.

4. Giao Thanh tra chu tri, ph01 hop véi Phong Nghiép vu So Y té, Trung
tam Kiém nghiém thudc, my pham, thuc phdm va cac co quan chuc ning lién
quan ting cudng cong tac thanh tra, kiém tra cac co so kinh doanh dugc, co sd
ban budn, ban 1¢, st dung thudc trén dia ban, cha trong dén viéc kiém tra nguén
gbc, xuat xir thude do cac co sé kinh doanh, str dung.

9. Giao Trung tam Kiém nghiém thudc, my pham, thuc pham ting cuong
ldy mau, kiém tra chat luong thudc luu hanh trén dia ban ddi véi cac thude co
nguy co bi lam gia hoac kém chét luong; t6 chirc kiém tra, gidm sat cac don vi
st dung va cac co s¢ mua, ban thudc trén dja ban tinh thuc hién thong bao nay;
xur Iy nghiém nhitng don vi, co s& vi pham chat luong thudc theo quy dinh va
theo thim quyén; bao cdo két qua xir Iy vé S6 Y té va co quan chirc ning lién
quan theo quy dinh.

6. Tai licu gui kém Cong van:

(1) Cong van s6 1395/QLD-CL ngay 23/5/2025 cua Cuc Quan ly Duoc vé
viéc kiém tra, xur 1y, truy tim nguon gbc thude gia NEXIUM® 40mg;

(2) Cong van s6 901/KNTMPTP-KHTCKT ngay 22/05/2025 cia Trung
tam Kiém nghiém thudc, my pham, thyc pham Ha Noi théng bio vé mau
laykhong du diéu kién luu hanh;

~ (3) Phiéu phan tich s0 601/KNT-25 ngay 21/05/2024 cia Trung tam
ki€émnghiém thudc, my pham thyc pham Ha Noi;

(4) Cong van sd 1726/QLD-CL ngay 24/02/2023 cua Cyc Quan ly Dugc
gti cac SYT tinh, thanh phé thong bao thude gia, thude khong c6 ngudn goc.

SO Y té yéu cau céac don vi, co s nghiém tic thyc hién./.

Noi nhin: KT GIAM DOC
- Nhur trén;

- Lanh dao S6' Y té;

- Thanh tra S6 Y té;

- UBND céc huyén, thanh phé;

- Trang Théng tin dién tir S& Y té;
- Luu: VT, NV(phm_mg).
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