UBND TINH HUNG YEN CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Poc lap - Tu do - Hanh phiic
S6:357  /SYT-NVD Hung Yén, ngay 29 thang 7 nam 2025

V/v thudc gia Theophyllin extended —
release tablet (Theophylline 100mg)

Kinh gui:
- Uy ban nhan dén cac phudng, xi trong tinh;
- Céc don vi y té trong tinh;
- Trung tam Kiém soat bénh tat tinh;
- Trung tdm Kiém nghiém thudc, my pham, thuc pham;
- Céc co sO san xuét, kinh doanh duoc trong tinh.

S&'Y té nhan duoc Cong van s 2057/QLD-CL ngay 22/7/2025 ctia Cuc Quan
Iy Dugc - Bo Y t& vé viéc thude gia Theophyllin extended — release tablet
(Theophylline 100mg) c6 thong tin ghi trén nhan: Theophylline extended — Release
tablets 100 mg (Theophyllin 100 mg), s6 16 05089, NSX 02/03/2022, HD 02/03/2026;
noi san xuat Pharmacy Laboratories Plus (Warszawa); mau thuéc khong c6 thong tin
vé GPKLH va/hodc s6 GPNK, co s¢ nhap khau trén nhan.

Lién quan dén mAu thudc gia néu trén, Cuc Quan 1y Dugc di ban hanh cac cong
van s 4229/QLD-CL ngay 31/12/2024 va cong van s6 1430/QLD-CL ngay
28/05/2025 thong béo vé viée thude gia Theophylline 200mg, noi san xuét: Pharmacy
Laboratories Plus (Warszawa); mau thudc khong c6 thong tin vé s6 GDKLH va/hoic
s6 GPNK trén nhan.

(S6 Y té giti kém theo cdc Cong vin trén ciia Cuc Quan Iy Duoc).

Pé dam an toan cho nguoi st dung thudc; thuc hién Thong tu $6 30/2025/TT-
BYT ngay 01 thang 07 ndm 2025 ctia Bo truong Bo Y té hudng din ap dung tiéu
chuan chat luong, kiém nghiém thudc, nguyén li¢u lam thude va thu hoi, xu Iy
thudc vi pham, S6' Y té ¢ y kién nhu sau:

1. Cac don vi y té trong tinh thong bao cho cac khoa phong, nha thubc, quay
thudc, don vi thudc pham vi quan ly kiém tra, ra soat cac danh muc thudc tai don
vi va ngimg st dung, thu hdi va tra lai don vi phan phdi toan bo thude néu trén (néu
co).

2. Trung tam Kiém soat bénh tat tinh (CDC) ting cudng cong tac truyén thong,
thong tin téi cac co so cung tmg, st dung thude, ngudi dan biét dé khong budn ban,

st dung san pham néu trén.



3. Uy ban nhan dén cc phudng, xa thong bao t6i cac co sé kinh doanh, str dung
thudc trén dia ban quan Iy nglmg kinh doanh, sir dung san phim vi pham néu trén; thu

hdi va tra lai don vi phan phdi san pham vi pham néu trén (néu co).

4. Trung tdm Kiém nghiém thudc, my pham, thyc pham ting cuong cong
tac kiém tra chat luong thude luu thong trén thi truong, gidm sat cac don vi thuc
hién viéc thu hdi san pham néu trén va bao cdo So Y té xur 1y nhitng don vi vi
pham theo qui dinh hién hanh (néu co).

5. Cac co s6 cung tng thudc trong tinh kiém tra, ra soat danh muc dang kinh
doanh tai co s, tién hanh thu héi va tra lai don vi phan phéi toan bo thude néu trén
(néu co).

S& Y té dé nghi cac co quan, don vi trién khai thuc hién; glri bao cao bﬁng
van ban két qua thu hoi (néu cd) vé So Y té (phong Nghiép vu Dugc) trude
ngay 25/8/2025.

Tran trong./.
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