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Sé: 1430 /QLD-CL Ha Néi, ngay 28 thang 05 nam 2025

VIV kiém tra, xt 1y, truy tim
ngudn gbc thude gia
THEOPHYLLINE EXTENDED-
RELEASE TABLETS 200mg

Kinh gtri:  S&'Y té cac tinh, thanh phd truc thudc Trung wong

Ngay 28/5/2025, Cuc Quan 1y Dugc nhan dugc cong vin sb 941/KNTMPTP-
KHTCKT dé ngay 27/5/2025, kém theo Phiéu phan tich s6 624/KNT-25 ngay
27/5/2025 ctia Trung tam kiém nghiém thubc, my pham thyc pham Ha Noi béo cao
vé viéc mau san pham c6 thong tin ghi trén nhan: THEOPHYLLINE EXTENDED-
RELEASE TABLETS 200mg (Theophylin 200mg), s6 16 21127, NSX 26/02/2022,
HD 26/02/2026; noi san xuat Pharmacy Laboratories Plus; mau thudc khdng cé
thong tin vé s6 GPKLH va/hoic s6 GPNK, co sé nhap khau trén nhan. Mau thudc
trén do Trung tdm kiém nghiém thudc, my pham thuc pham Ha Noi lay tai Nha
thudc An An (dia chi: s6 153, To dan phd 14, phuong Kién Hung, quan Ha Pong,
Tp. Ha Noi); khong dat yéu cau chat luong vé chi tiéu Dinh luong Theophylin (chi
dat 6,3% so véi ham lugng ghi trén nhan).

Cuc Quan 1y Dugc ¢6 ¥ kién nhu sau:

1. Ngay 31/12/2024 Cuc Quan ly Dugc da ban hanh cong vin sé 4229/QLD-
CL giri S¢' Y té cac tinh, thanh phd truc thudc Trung wong thong bao vé viée thude
gia THEOPHYLLINE 200mg, trén nhén c6 thong tin: s6 16 21127, NSX 20/8/2022,
HD 20/8/2026; noi san xuét: Pharmacy Laboratories Plus (Warszawa); mau thudc
khong c6 thong tin vé s6 GPKLH va/hodc s6 GPNK trén nhan. Tai cong vin nay,
Cuc Quan 1y Dugc da dé nghi cac S6'Y té phdi hop véi cac co quan chirc nang kiém
tra, xac minh, truy tim nguén gbc thudc gia néu trén; chi dao Trung tam kiém
nghiém ting cuong ldy mau, kiém tra chit luong thudc luu hanh trén dia ban d6i
v6i thube co nguy co bi 1am gia hodc kém chét luong.

2. Pé dam bao an toan cho nguoi st dung, Cuc Quan ly Dugc dé nghi:

2.1.S6 Y té Tp. Ha Noi

Khan truong bao cdo Ban chi dao 389 va phdi hop véi co quan cong an, quan
Iy thi trudng, Ban chi dao 389 dja phuong va cac co quan chirc ning lién quan tién
hanh thanh tra, kiém tra Nha thuéc An An (dia chi: s6 153, T6 dan phd 14, phuong
Kién Hung, quan Ha Pong, Tp. Ha Noi); truy tim ngudn goc 16 san pham cé thong
tin ghi trén nhan THEOPHYLLINE EXTENDED-RELEASE TABLETS 200mg
(Theophylin 200mg), noi san xuét: Pharmacy Laboratories Plus, trén nhan khéng
c6 thong tin vé GDKLH va/hodc s6 GPNK, thong tin vé co so nhap khau; xir Iy



nghiém co s& vi pham theo qui dinh; bao cao két qua thanh tra, kiém tra, xir Iy vé
Cuc Quan ly Duoc trudc ngay 31/05/2025.

2.2. S Y té cac tinh, thanh phd Trung wong

Théng bao tdi cac co sé kinh doanh, st dung thudc va ngudi dan biét dé
khong mua/ban, st dung san phaim THEOPHYLLINE EXTENDED-RELEASE
TABLETS 200mg (Theophylin 200mg) néu trén; kip thoi thong bao cac dau hiéu
nghi ngd vé san xuat, kinh doanh thudc gia, thuéc khong rd ngudn goc t6i co quan
y té va co quan c6 chirc ning lién quan.

Tai liéu gtri kém Cong van:

(1) Cong vin sé 941/KNTMPTP-KHTCKT ngay 27/05/2025 ciia Trung tim
Kiém nghiém thudc, my pham, thwe pham Ha Noi théng bdo vé mdu ldy khéng di diéu
kién luu hanh;

(2) Phiéu phdn tich sé 624/KNT-25 ngay 27/05/2024 cia Trung tdm kiém
nghiém thudc, my pham thwe phdam Ha Noi;

(3) Céng van sé 4229/QLD-CL ngay 31/12/2024 ciia Cuc Qudn Iy Duoc giri cdc
SYT tinh, thanh phé thong béo thuéc gia THEOPHYLLINE 200mg.

Cuc Quan ly Dugc théng bao dé don vi biét va thuc hién./.
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