UBND TINH HA TINH CONG HOA XA HQI CHU NGHIA VIET NAM

SO Y TE Doc 1ap - Tu do - Hanh phic
$6:2747 /SYT-NVD Ha Tinh, ngay 24 thang7 nam 2025

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

Kinh guri:
- UBND céc xa, phuong;
- Cac co sé kham bénh, chira bénh;
- Cac cong ty, chi nhanh duogc trong tinh;
- Cac co sé kinh doanh duoc;
- Trung tdm Kiém nghiém thudc, m§y pham, thyc pham.

Can cur vao cac quy dinh vé quan ly dugc hién hanh cta Viét Nam;

Thuc hién Cong van 5O 2057/QLD-CL ngay 22/7/2025 cua Cuc Quan ly
Dugc - B0 Y té vé viéc thuoc gia Theophylline extended - release tablet
(Theophylline 100mg).

S¢'Y té thong béo:

1. Mau san pham c6 thong tin ghi trén nhan Theophylline extended —
Release tablet 100 mg (Theophylline 100 mg), s6 16 05089, NSX 02/03/2022,
HD 02/03/2026; noi san xuit Pharmacy Laboratories Plus (Warszawa), mau
thube khong c6 thong tin vé GDKLH va/hoic s6 GPNK, co s6 nhap khau trén
nhan, khong dat yéu cau chét lugng vé chi tiéu dinh luong (dat 19,71%) va chi
ticu do hoa tan (dat 18,8-22,5%) lugng ghi trén nhan Theophylline theo tiéu
chuan DDVN V.

2. Pé dam bao an toan cho nguoi st dung, S6' Y té dé nghi:

- Cac don vi tiép tuc thuc hién cac ndi dung cia cong van 48/SYT-NVD
ngay 07/01/2025 va cong van s6 1763/SYT-NVD ngay 30/5/2025 cua S 'Y té
vé viéc thude gia Theophylline 200mg; noi san xuat Pharmacy Laboratories
Plus (Warszawa), mau thudc khong c6 thong tin vé s6 GPKLH va/hoic sb
GPNK trén nhan.

- Cac co s& kham bénh, chita bénh thong bio rong rdi cho toan thé nhan
vién khéng mua/ban, str dung san pham Theophylline extended — Release tablet
100 mg (Theophylline 100 mg) néu trén, dong thoi kiém tra trong kho thude ctia
don vi, béo cdo co quan chitrc ning néu phat hién 16 thube vi pham.

- UBND céc x4, phuong thong bao cho cac co sd budn ban, sir dung thude
va nguoi dan biét dé khong mua/ban, str dung san pham Theophylline extended
— Release tablet 100 mg (Theophylline 100 mg) néu trén; chi mua ban thude tai
cac co sO kinh doanh dugc hop phap; khong mua/ban thuoc khoéng 1o ngudn
gbc, xuat xir; kip thoi thong bao cac dau hiéu nghi ngd vé san xuat, kinh doanh
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thudc gia, thudc khong rd nguodn goc téi co quan y t€ va co quan c6 churc nang
lién quan. Tang cuong cac bién phap quan 1y nha nudc linh vuc y té.

- Cac cong ty, chi nhanh duoc trong tinh: Kiém tra trong kho thubc cta
don vi, d6ng thoi thong bao cho cac co so ban 1¢ thude trong hé thong phan phdi
khong mua/ban, sir dung san pham Theophylline extended — Release tablet 100
mg (Theophylline 100 mg) néu trén. Tuan thu cac quy dinh phap luat trong qua
trinh hanh nghé.

- Trung tdm Kiém nghiém thudc, my pham, thuc phim ting cuong lay
mau, kiém tra chit lugng thude luu hanh trén dia ban dbi véi thude co nguy co
bi lam gia hodc kém chét lugng, khan truong bao céo truong hop phat hién cac
16 thudc khong dat tiéu chuan chét luong (néu co).

S¢ Y té Ha Tinh thiét lap duong day nong, tiép nhan céc thong tin vé
thude co cac dau hiéu nghi ngd vé san xuat, kinh doanh thudc gia, thudc khong
rd nguodn gdc trén dia ban tinh: 0965.341.616.

S¢'Y té dé nghi cac don vi trién khai thyc hién./.

Noi nhg?n: KT. GIAM DOC
- Nhu tren; PHO GIAM POC
- Cuc Quan ly Duoc;

- UBND tinh;

- Giam ddc, cac Phé giam dbc So;

- Website SYT, muc Thudc va TTGT;
- Trung tdm KSBT (dua tin);

- Luu: VT, NVD.

Guri van ban gidy va dién tu.

Buii Quéoc Hiing
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