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Sb: 2057 /QLD-CL Ha Néi, ngay 22 thing 7 ndm 2025

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

Kinh gri:  S¢'Y té céc tinh, thanh phd tryc thudc Trung wong.

Ngay 21/7/2025, Cuc Quan Iy Dugc nhan dugc cong van s6 19/TTKN-HCTH
kém theo Phiéu kiém nghiém sb 267.L-TP.TD/25/TTKN dé ngay 18/7/2025 cua
Trung tim Kiém nghiém tinh Pong Nai bao cdo vé viéc mau san pham 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 xuit Pharmacy
Laboratories Plus (Warszawa); mau thudc khong c6 thong tin vé GPKLH va/hoic
s6 GPNK, co so nhap khau trén nhan. Mau thuéc do Poan kiém tra lién nganh kiém
tra viéc chap hanh phap lut vé bao vé méi truong, an toan thuc pham, y té va bao
hiém trén dia ban tinh Pong Nai (Binh Phudc cii) lay tai Cong ty TNHH MTV
Phong kham da khoa My Anh (Nha thudc M¥ Anh), dia chi: Nga 3 Da Kia, thon 4,
x4 Pa Kia, huyén Bu Gia Mép, tinh Binh Phuéc (cii); khong dat yéu cau chat luong
vé chi tiéu dinh luong (dat 19,71%) va chi tiéu do hoa tan (dat 18,8-22,5%) lugng
ghi trén nhian Theophylline theo tiéu chuan DDVN V.

Cuc Quan 1y Dugc ¢6 ¥ kién nhu sau:

1. Cuc Quén 1y Dugc d3 ban hanh cac céng vin sé 4229/QLD-CL ngay
31/12/2024 va cong van sd 1430/QLD-CL ngay 28/05/2025 gui S& Y té cac tinh,
thanh pho tryc thudc Trung wong thong bao vé viéc thude gia Theophylline 200mg,
noi san xuat: Pharmacy Laboratories Plus (Warszawa); mau thuéc khong co6 thong
tin vé s6 GPKLH va/hodc s6 GPNK trén nhin. Tai cic cong van nay, Cuc Quan 1y
Duoc di dé nghi cac S& Y té phdi hop véi cac co quan chirc ning kiém tra, xac
minh, truy tim ngudn gdc thudc gia néu trén; chi dao Trung tdm kiém nghiém ting
cuong lay mau, kiém tra chat lugng thudc luu hanh trén dia ban doi véi thude co
nguy co bi lam gia hodc kém chét luong.

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

2.1.S¢ Y té tinh Pong Nai

Khan truong bao cdo Ban chi dao 389 va phdi hop véi co quan cong an, quan
Iy thi truong, Ban chi dao 389 dia phuong va cac co quan chirc ning lién quan tién
hanh thanh tra, kiém tra Cong ty TNHH MTV Phong kham da khoa My Anh (dia
chi: Nga 3 DPa Kia, thon 4, xa Da Kia, huyén Bu Gia Map, tinh Binh Phudc (cii));
truy tim ngudn gbc 16 san pham co thong tin ghi trén nhan Theophyllin extended —
release tablet (Theophylline 100mg), noi san xuat: Pharmacy Laboratories Plus, trén
nhin khong co6 thong tin vé GPKLH va/hoic s6 GPNK, thong tin vé co s& nhap



khau; xtr Iy nghiém co so vi pham theo qui dinh; béo cdo két qua thanh tra, kiém
tra, xtr Iy vé Cuc Quan Iy Dugc trude ngay 31/7/2025.

2.2.S6'Y té cac tinh, thanh phd Trung wong

Thong bao t6i cac co s kinh doanh, sir dung thube va ngudi dan biét dé
khéng mua/ban, st dung san phdm Theophyllin extended — release tablet
(Theophylline 100mg) néu trén; kip thoi thong bao cac dau hiéu nghi ngd vé san
xuat, kinh doanh thudc gia, thudc khong rd ngudn gbe téi co quan y té va co quan
c6 chuc nang lién quan.

2.3. Dé nghi cac phuong tién thong tin dai chung (dai truyén hinh, truyén
thanh, béo chi...) thong bao nodi dung céng van thu hdi ndy, dé nghi ngudi tiéu dung
dirng ngay viéc st dung thudc Theophyllin extended — release tablet (Theophylline
100mg va Theophylline 200mg) néu trén; thong bao cho co quan chirc nang khi phat
hién thong tin vé thudc nay.

Tai liéu gui kém Cong van:

(1) Céng van sé6 19/TTKN-HCTH ngay 21/07/2025 ciia Trung tim Kiém
nghiém tinh Pong Nai vé viéc thuéc Theophylline 100mg khong dat tiéu chudn chat
lwong,

(2) Phiéu kiém nghiém s6 267.L-TP.TD/25/TTKN ngay 18/7/2025 ciia Trung
tam kiém nghiém tinh Déng Nai;

(3) Cong van sé 4229/0LD-CL ngay 31/12/2024 va Céng vin sé 1430/QLD-
CL ngay 28/05/2025 ciia Cuc Qudn Iy Duoc giri cdc SYT tinh, thanh phé théng bdo
thuéc gia THEOPHYLLINE 200mg.

Cuc Quan 1y Dugc thong béo dé don vi biét va thuc hién./.

KT. CUC TRUONG
Not nhén: PHO CUC TRUONG
- Nhu trén; _ )
- B6 trudng (dé blc);
- Thu truong D6 Xuan Tuyén (dé blc); PARAY
- CT. Vii Tuén Cudng (dé b/c); (5] anax I N
- Cuc Quan ly Kham, chita bénh (de p/h); R W /
- Cuc Quén Y- B6 Qudc Phong (dé p/h); ’ AN 7/
- Cuc An ninh chinh tri n6i bo (Cuc A03); Cuc Y t&; Cuc NI/ 7S
Canh sat Diéu tra toi pham Vé tham nhiing, kinh té, buon e | a Manh Hl‘mg
1au (Cuc C03) - B Cong an (dé p/h);
- Cuc Y té Giao thong vén tai - Bo Xay dung (dé p/h);
- Cuc Quan 1y va phat trién thi truong trong nudc — Bo
Cong thuong (dé p/h);
- Cyc Hai quan — B¢ Tai chinh (dé p/h);
- Céc bénh vién, vién tryc thuoc Bo Y té;
- VKN TW, VKN Tp. HCM (de p/h);
- TTKN TMPTP Ddng Nai (dé p/h);
- Téng Cong ty duoc VN;
- Cong thong tin dién tir Bo Y té, Cuc QLD;
- Céc phong: QLKDD, BKT - Cuc QLD;
- Luu: VT, CL (N.V.H).
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